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EXECUTIVE SUMMARY

BACKGROUND

The current cooperative agreement between the U. S. Agency for Internaiond
Development (USAID) and Family Hedth International (FHI) was awarded in 1995 and
ends August 30, 2005. The Contraceptive Technology Research (CTR) project is
intended to support research and development (R&D) of new or improved contraceptive
and microbicidd products that are effective, safe, acceptable, and affordable, and that can
be provided through family planning (FP), HIV prevention, and other reproductive hedth
(RH) programs in developing countries. In part because of USAID’s continuous,
conggent, and long-term invesment in the CTR project over nearly three decades, FHI
has become the leading public sector biomedica and biotechnica research organization
METHODOLOGY

The purpose of this assessment was to

»  asess the performance of the CTR project relative to the goals and objectives
of the cooperative agreement,

» asss the results of CTR's research findings and capacity-building ectivities
on FP and RH programs worldwide, and

= provide guidance to USAID for the design of afollow-on project.

A team of four individuals conducted the assessment over a 6- week period from mid-
September through October 2003. Sources of information included

= background documents, including a comprehensve sdf-assessment prepared
by FHI;

» interviewswith over 70 individuas from 23 different organizations,
= discussonswith gaff from USAID/Washington and five Missons;
= mesting with FHI/CTR gaff in North Cardlinafor 3 days; and
= a week-long vidt to Kenya to meet with CTR/Nairobi East and Southern
Africa (ESA) Regiond Office daff and to make fidd vidts to ongoing
research studies.
KEY FINDINGSAND RECOMMENDATIONS
Strengths

“FHI isuniquely positioned to do alot of good for the world.”



CTR receved high marks for its dinicd R&D capacity. Respondents dso complimented
CTR daf members for being collaborative, characterizing them as “highly skilled,”
“forward thinking,” “flexible,” and “very technicdly competent professonds who ae
passonate about the work they do.” Many individuds prased CTR for providing
leadership in the integration of FP and HIV/AIDS and mde and femde condom use as
well asfor advocating an RH focus in the face of vertical HIV/AIDS funding.

W eaknesses

“They need to be more intellectually proactive and strategic rather than just responsive.”

Severd respondents commented that CTR has lagely followed the direction of
USAID/Washington, that it is too headquarters based, and that “they need to make more
drategic decisons on which sudies to undertake” Respondents aso raised severd
management issues as weaknesses, including the need to decentrdize decisionmeaking.
Findly, dthough many respondents spoke postively about FHI's efforts to disseminate
research findings, most acknowledged that taking research to practice is a chalenge for
al research organizations.

Research Quality and I mpact

Since 1971, CTR has had an integrd role in hdping USAID achieve its contraceptive
research goals and objectives. In the past eight years, CTR has either met or exceeded dl
of the output targets set as the evduaion criteria in the cooperative agreement. CTR
completed 137 dudies to understand and improve contraceptive method use (50 were
projected), conducted 6 phase 2/3 safety and efficacy dinicd trids (3 were projected),
and introduced new methods into 11 countries (5 were projected). CTR should be
commended for this success. This measurement, however, stops short of showing impact
in terms of programmatic change and putting research into practice. Addressing this gap
should be encour aged and measured in the follow-on project.!

Contraceptive and Microbicide Research

In the current CTR agreement, 150 studies were conducted to evauate contraceptive
safety and efficacy, assess contraceptive risks and benefits, and improve contraceptive
method use. These studies led to the approva of five contraceptive products by the U. S.
Food and Drug Adminigraion (FDA) (the Flshie Clip, eZon condom, Tactylon
condoms, FemCap, and the Led's contraceptive device). Other studies led USAID to
discontinue providing vagind foaming tablets and to cease recommending use of
nonoxyno9 as a spermicide. In addition to the sx phase 2/3 safety and efficacy studies
with condoms, digphragms, spermicides, vagind geds, and vasectomy technologies, CTR
has three phase 2/3 studies with microbicidesin progress.

Behaviord,, Economic, and Programmatic Research

CTR undertakes both hedth services research and behaviord and socid  sciences
resesarch. A dgnificant proportion of ongoing CTR studies (39 percent) are taking place
in FHI's Eas and Southern Africa (ESA) Region, with most of the dudies being

! Throughout the report, recommendations by the assessment team are shown in boldface type.
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conducted in Kenya. CTR’s research in Kenya has led to a number of changes in policies
and programs in the country. For example, a sudy on mengruation requirements as a
barrier to contraceptive access led to the development of a checklist to rule out pregnancy
and thereby increased access to contraception for nonmengruating women. The
important question now is how CTR can achieve a similar impact in countrieswhereit
does not have the same level of field staff or Mission support.

Research to Practice Initidive

With the creation of the Research to Practice RtoP) Initiative in 2001, CTR introduced a
more formalized approach to turning research into practice and has begun to change the
organizetiond culture of FHI to inditutionalize a research to practice approach.  The
RtoP Initigive has focused primarily on identifying key priorities among exising CTR
findings to bring into practice Usng three criteria—a solid body of evidence, public
hedth impact, and likdihood of use—daff identified four key priorities intrauterine
devices (IUDs), checklists, vasectomy, and nonoxyno9 spermicides. In the future, it
would be useful to explicitly apply a similar but modified set of criteria when choosing
to undertake studies. One of the firg mgor activities of the RtoP Initiative has been to
reintroduce the IUD in Kenya. The lessons from this experience should be used to help
inform future research to practice efforts. Hed presence greetly enhances turning
research into practice because “locdly based staff have the best understanding of issues”
Therefore, CTR should examine ways to take advantage of the global presence of
FHI's Implementing AIDS Prevention and Care (IMPACT) Project, which has fidd
officesin more than 40 countries.

Product Quality and Compliance Group

The Product Qudity and Compliance Group (PQC) is one of a few laboratories in the
world capable of performing high-qudity condom teging. Over the years, PQC has
provided technicd assdance in the aeas of quality assurance, product evauation,
dandards development, training on sandards, and enhancement of laboratory capacities.
Thisisreflected in the continued requirement for PQC to retest 100 percent of dl lots

Management and Financial 1ssues

In recent years, the magnitude and rate of growth a FHI accelerated to the point that
mgor restructuring was required. Over the past two years, FHI has been split into two
padld inditutes, HIV/AIDS and Family Hedth; each is headed by a presdent and a
chief operdting officer (senior vice presdent for operations, a new postion created to
relieve each presdent of many day-to-day management and adminidrative duties).
Because of CTR’s increasing involvement in HIV/AIDS research and programs, these
two institutes should work more closdy in developing their work plans to take
advantage of potential synergies.



Portfolio Assessment

Contraceptive and Microbicide Research Rdative to the Contraceptive Research and
Devdopment Program (CONRAD) and the Population Counclil

The contraceptive and microbicide programs a& CONRAD, the Populatiion Council (the
Center for Biomedicd Research [CBR]), and FHI (CTR), which are supported by USAID
cooperative agreements, are supplementary and complementary. USAID’s support  of
these three organizations provides a gresater opportunity for success in USAID’s misson
to develop new and improved contraceptives and microbicides. In addition, continuing
support of these agencies is more important now than ever before because these two areas
of research—contraceptives and microbicides—have become criticadly dependent on
public sector support due to the exodus or lack of interest of industry. USAID should
continue to support CTR, CONRAD, and the Population Council’s CBR in ther
critical R& D efforts to provide the public with new or improved contraceptives and
microbicides.

Program Research Relative to FRONTIERS and Other Operations Research

Although multiple USAID—funded organizations engage in operations research (OR), the
two primary agencies involved in OR ae FHI, through its Hedth Services Research
Group (HSR), and the Population Council, through FRONTIERS and Horizons. CTR
conducts programmatic research on contraceptive technology, which is driven by family
planning methods. For the FRONTIERS project, the focus is more on systems; its OR
generdly “does not dart with a method, but looks a the Stuation of program managers.”
In addition to the fact that there is little overlap between the CTR and FRONTIERS
portfolios, there are dso many bendfits to having multiple organizations involved in OR,
incdluding increased innovation and credtivity. USAID should continue to support the
OR programsof both CTR and FRONTIERS.

FUTURE DIRECTIONS

The current CTR agreement began in August 1995, one year dfter the pivotd
International Conference on Population and Development (ICPD) in Cairo. ICPD helped
to expand the perspective of the population and FP fidd to look more broadly a RH.
Now, amost 10 years later, FP is at risk of being lost due to the dominance of HIV/AIDS
in public thinking and donor funding. With 230 million women in the world lacking
information on and access to a full range of contraceptive methods, it is essentia not to
lose focus on the unfinished FP agenda. Towards that end,

= USAID should ensure continued high levels of funding for FP and
CTR should ensure a continuing focus on improving FP programs.

Proposed Configuration

Initidly focused on carrying out dlinical trids of contraceptive methods, CTR has grown
to embrace behaviora, programmaic, and economic research and to create
methodologies and high sandards for how this research should be conducted in the
developing world. CTR aso ensures the qudity of condoms and other family planning

methods through PQC. Respondents were unanimous in their support for maintaining
iv



CTR's broad capabilities in a future project: “I think this [CTR] has worked—USAID
needs to think carefully before they dissect it.” The followron CTR agreement should
maintain the same components and capabilities—clinical, behavioral, economic, and
programmatic research; product quality testing; and the research to practice
approach—found in the present project.

Contraceptive and Microbicide Resear ch

Because the contraceptive pipeline is not very robud, the focus of a follow-on project
should be to make exising methods more dtractive and widdy used. While it is
important to remain prepared to undertake phase 2 and 3 evaluations of any contraceptive
candidates that emerge from CONRAD’s pipding, CTR needs to remain focused on
research to extend the safety and acceptance of existing contraceptives and to
improvetheir continuation rates.

There is an urgent public hedth need to develop a woman-controlled vagina microbicide
to reduce the transmisson of HIV/AIDS during intercourse. There is concern, however,
regarding the large-scde study design of the proposed (and soon to be ongoing) phase 2
and 3 dinicd trids of up to eight compounds. The falure to perform phase 2 studies to
asess efficacy udng a smdl number of subjects is a mgor condraint to the sdection
and/or edablishing the priority of the microbicide candidates as wel as dosage and
treetment regimens. USAID and CTR should continue to press for simpler, less
expensive study designs (e.g., two-arm, fewer subjects) and take the lead in working
with collaborators to implement a strategy for selecting and setting priorities for
those microbicides in various pipelines. Despite these concerns, however, CTR should
continue as quickly as possible the assessment of Savvy and cellulose acetate as well
as any other microbicides that CONRAD may offer for clinical testing. The
conservative, dreamlined clinicd trid design proposed by CTR should be used, while
remaining vigilant for potentiad improvements.

Product Quality and Compliance Group

Although it would be posshle to edtablish a freestanding organization with the same or
gmilar misson as PQC, both CTR and PQC benefit from ther integrated association.
Separation of PQC from CTR would provide neither economies of nor eficiencies in
their operations. PQC should remain a component of FHI with an expanded scope of
work and its misson should be included as an integral part of CTR in the follow-on
project.

Behavioral, Economic, and Programmatic Resear ch

The two key priority areas for future behaviord, economic, and programmeétic research
are

* increasing the use and continuation rates of existing FP methods. As one
respondent asked, “Have we gotten al the mileage out of what's out there

aready?’

= understanding the integration and interaction of FP and HIV/AIDS. This
includes exploring contraception/HIV hedth congderations and improving the

Vv



integration of FP and HIV/AIDS, for example, through voluntary counsding
and teding (VCT) and prevention of mother-to-child transmisson (PMTCT)
services.

Capacity Building

Having a auffident number of quaified ressarchers and clinicd trid gtes is critica over
the next 10-15 years (at a minmum) for winning the war againg AIDS, tuberculoss, and
mdaria, and to continuing contraceptive research. CTR should continue to build on its
compar ative advantage by focusing on increasing the number of developing country
researchers and local staff qualified to design, implement, analyze, and use the
results of contraceptive and microbicide research, and by identifying and
developing clinical trial Sites.

Resear ch to Practice

Although in its infancy, the RtoP Initigive is a necessary addition to CTR's portfalio.
CTR should continue an RtoP Initiative, and a discrete amount of corefunds should be
set aside for this activity. In addition, severd respondents stated that “this type of
initiative is criticd but should be bureauwide and involve dl the cooperating agencies
(CAs).” USAID should consider creating a new procurement that would expresdy
facilitate the use of best practices.

Monitoring and Evaluation

The current CTR agreement has focused on output measurements, such as number of
sudies conducted, number of peer-reviewed publications, and number of workshops.
With the current focus and attention placed on turning research into practice, it is
important that the follow-on project contain more emphass than the current project on
outcome and effectiveness measures. This will help to ensure tha the next CTR
agreement is guided by the principles of turning research into practice. In addition,
documenting, measuring, and andyzing the reseach and use process will provide
vauable insghts and lessons on how better to trandate research into practice and impact.
For the next project, staff from FHI, the Population Council, and USAID’s Resear ch
and Technology Utilization (RTU) and Service Ddivery Improvement (SDI)
divisons should develop a core set of indicators for measuring both the
determinants and extent of use of research findings.

Funding M echanisms

The follow-on project should continue as a cooperative agreement, dlowing flexibility in
interpretation and implementation with subgtantial  involvement by  USAID/Washington.
The present level of core funding should be maintained or increased for the follow
on project. By dl accounts, it may take more than a decade for the microbicide research
currently in the pipdine (even if rationdized to a few of the best leads) to result in highly
effective products. Dismantling the exising research infrastructure in the current
CTR¥and thus deralling further development and introduction of these products¥s would
st the public hedth agenda back by a decade. USAID should continue its support of
current CTR contraceptive and microbicide research by awarding a 10-year,
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noncompetitively bid cooperative agreement to FHI when the present project ends
in 2005.

In summary, by benefiting from nearly three decades of CTR funding, FHI has become
one of only a few organizations that has the breadth and expertise to conduct high-qudity
RH research in the developing world. Many of those interviewed expressed support for
continuing to infuse this RH capacity and perspective into HIV/AIDS programs and
research. In order to continue to promote this gpproach, the follonron CTR agreement
should broaden its research mandate to allow for funding and research requests
from the three offices in USAID’s Bureau for Global Health—Population and
Reproductive Health (GH/PRH), HIV/AIDS (GH/OHA), and Health, Infectious
Diseases and Nutrition (GH/HIDN). Such a funding mechanism would dlow CTR to
bring its contraceptive research (clinica, behaviora, programmatic, and economic) and
RH focus to bear on the current mgor public hedth problems and to promote integrated
solutions to complex problems.

vii



. INTRODUCTION

BACKGROUND

The Contraceptive Technology Research (CTR) project is a cooperative agreement
between the U. S. Agency for Internationd Development (USAID) and Family Hedth
Internationa (FHI). The overdl god of the project is to increase the means avalable to
couples in developing country to achieve ther dedred family sze. The gpecific
objectives are to develop and introduce a range of safe, effective, and acceptable methods
of family planning, and more recently, disease prevention technologies, to strengthen the
capacity of developing country researchers, and to improve provider practices. The CTR
agreement was awarded in 1995 and ends August 30, 2005. The current award is a
continuation of two previous 10-year cooperative agreements given to FHI and is
supported and managed by the Research, Technology and Utilization Divison of the
Bureau for Globad Hedth, Office of Population and Reproductive Hedth
(GH/PRH/RTU).

Since 1971, CTR project daff members have carried out a program of research, technica
assstance, and information dissemination of new or improved contraceptive products that
are effective, sofe, acceptable, and affordable. These products, when approved, can be
provided through family planning (FP) and other reproductive hedth (RH) programs that
serve the needs of developing countries. In the current cooperative agreement, CTR, at
the request of USAID, has emphaszed the devdopment and testing of new barrier
methods—both physcd and chemicd (eg., microbicides—for prevention of HIV
transmisson and pregnancy. In addition, CTR has supported a large volume of socid and
behaviora research, expanded its information dissemination cgpability, and continued to
provide high-qudity testing and survellance of contraceptive commodities used in
USAID—supported RH programs throughout the world.

The purpose of this assgnment wasto

»  asess the performance of the CTR project relative D the gods and objectives
of the cooperative agreement,

» asess the results of CTR's research findings and capacity-building activities
on family planning and reproductive hedth programs worldwide, and

= provide guidance to USAID for the design of afollow-on project.

In conducting the assignment, the assessment team was ingructed to spend hdf its efforts
on assessing performance and results and hdf on providing guidance and direction for a
follow-on project. (See appendix A for the complete scope of work.)

METHODOLOGY

The assessment team condsted of four individuds with expertise in contraceptive,
microbid, behaviord, socid stience, and HIV prevention technologies and research as
well as experience in the deveopment, implementation, and evauaion of internationd
research and RH sarvice ddivery programs. Before conducting dte vidts to FHI's
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headquarters in North Carolina (3 days) and the regiond office in Kenya (7 days), the
team firs reviewed a number of documents that detalled the performance and results of
CTR activities, and was then briefed by members of the RTU Divison a USAID. The
team dso met with 16 saf members from USAID’s Commodities Security and Logigtics
(GH/PRH/CSL) and Service Ddivery Improvement (GH/PRH/SDI) divisons and spoke
with USAID Misson daff from Ethiopia, Kenya, Madagascar, South Africa, and Uganda
during the course of the assgnment.

Of the documents reviewed, the most important included the CTR cooperative agreement
(1995) and the most recent external evauation report (1994); two annual reports and
work plans (2002—03 and 2003-04); the two most recent management reviews (2001 and
2002); an interim report (2002); the agenda, PowerPoint presentations, materids, and
draft minutes from the May 2003 mesdting of the Technical Advisory Committee (TAC);
and mgjor publications produced under CTR. These included the following:

= Latex Condom (a monograph),

= Qualitative Research Methods (a manud),

= Research Ethics Training Curriculum,

= Meeting the Needs of Young Clients (a monograph), and

= 14 back issues of Network (1997-2003), including the latest issue devoted to
the Research to Practice (RtoP) Initidive.

In addition, FHI prepared a detailed self-assessment that covered the key aress of interest
and concen to USAID/Washington. This sdf-assessment was paticulaly hdpful in
understanding the role CTR has played in furthering USAID’'s contraceptive and
microbicide research and development agenda. (Key information and findings in the sdf-
assessment are referred to throughout the report, with FHI's permission) During the
course of the assgnment, more than 70 non-FHI effiliated stakeholders (i.e, saff and
faculty from 23 agencies, organizaions, and universties) were interviewed by telephone
usng a quedionnaire based on the specific questions to be addressed by the team as
detailed in the scope of work.? Frank, open, and knowledgesble exchanges characterized
these interviews and meetings. (See appendix B for the list of persons contacted.)

As an initid step, the team sdected its focus areas from a matrix of key questions
included in the scope of work. These questions were based on the cooperative
agreement’s drategic framework and issues of interet and concern to USAID. In
particular, USAID/Washington wished to know the answers to the following questions:

1. How wdl do the various parts of FHI interact and function to implement the
CTR project? Is there a continued need for al of them in the desgn of a
follow-on project?

2 The comments from those interviewed were collated by category and ranked using a semi-quantitative
process. The team incorporated the most relevant comments into the text of the report as direct quotations.
In this way, the specific comments of the respondents convey the flavor of the fieldwork, although their
inclusion does not follow POPTECH' s editing conventions.
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2. Wha ae the meits of expanding the role of information dissemination
through the new RtoP Initigtive as a mechanism to increase utilization of key
research results?

3. What are the best ways to facilitate the process of transferring key research
findings and best practices into country programs, not only for a future
folow-on project but adso for USAID across al its cooperating agencies
(CASs) and contractors?



[I. FINDINGSAND RECOMMENDATIONS

STRENGTHS AND WEAKNESSES

More than 70 interviews were conducted with non-FHI affilisted stakeholders who could
asess the generad performance of CTR and/or inform the team regarding the design of a
follon-on USAID procurement. All interviewees were fird asked about the generd
srengths and wesknesses of the CTR project. The responses noted below represent
magor themes that emerged from this question.

Strengths
“FHI isuniqudly positioned to do alot of good for the world.”

Clinicd Studies

Without exception, those interviewed gave high marks to the project’'s clinica research
and development capacity. Phrases such as “highest qudity,” “most respected,” “great
reputation” and “internationally recognized” were common. Those questioned stated
that FHI has the ability to perform the necessary clinicd sudies for microbicides, and
that it “is one of only two organizations that can conduct these kinds of large, phase 3
dinicd trids.” FHI's long history of successful research efforts has contributed
ggnificantly to improving the safety and efficacy of contraceptive methods. Respondents
believe that CTR can quickly set up and undertake field studies given its in-house talent
and standard operating procedures and that it is poised to do the same for microbicides.

CTR Staff

Respondents characterize CTR daff as beng “highly skilled, forward thinking, and
flexible” The biodatigtics daff was frequently singled out for praise because of its
excdlent andyticd cgpabilities and collegidity. Perhgps because of its easy to use
sarvices, severd respondents deemed the biodtatistics group to be understaffed and
“dretched too thin.” Most respondents stated that CTR saff members are eager to
collaborate. One noted that CTR is a “super organization to work with,” while another
dated that CTR gaff “look for creative ways to work together. Commitment to users was
adso mentioned. As one respondent stated, “FHI staff are very technically competent
professonds who ae passonate about the work they [FHI] do for disadvantaged
populations.”

Partnerships

Those questioned sated that CTR has been able to forge good reationships with
government counterparts while conducting research in the fidd. CTR is “very responsve
to Missons and fiedd needs’ and shows “enormous patience” in its collaborations with
locd research organizations. “They're trusted, reliable patners” FHI has aso been
accommodating to USAID’s changing program needs. Over the years, “FHI and USAID
have edtablished a rdaionship built on trust and benefiting from continuity.” FHI's long
higory of public sector orientation with the ddivery of useful information has created
confidence in the qudity and impact in its work “as shown in condstent and growing
funds from [Misson| field support.”



Leadership

Beyond conducting current and proposed clinicd trids of internationd import, CTR has
an experienced sense of RH research in Africa Many of those interviewed praised CTR
for providing leadership in the integration of contraception and HIV/AIDS, mde ad
femae condom use, rentroduction of the IUD, and the reaionship between hormond
contraception and acquidtion of HIV. “They ae dways a the table when important
issues are being discussed, dways vocd, and they are a voice that comes with evidence.”
“The CTR team takes a very concrete gpproach to problems in the rea world; helps us
rationaize the efforts we undertake.” “Their research is believable”

Reproductive Hedth Focus

FHI is dso seen as an advocae for mantaining an RH focus in the face of verticd
HIV/AIDS funding. “FHI fills an important need by keeping an RH pergpective in
microbicide work and looking holigicdly a women's needs” The CTR/Narobi
Regiond Office was credited with hdping to bring together the HIV/AIDS and
reproductive hedth offices a& the Kenyan Minisry of Hedth (MOH) by supporting
research that integrated HIV/AIDS and FP within an RH framework.

Research to Practice

Many respondents spoke positively about FHI's efforts to disseminate research findings,
dthough most acknowledged that taking research to practice is a chdlenge for 4l
research organizations. “They do not just wak away when research is completed. FHI is
good a getting research results out to the research community through publications,
presentations, and press releases.”

Product Quality Assurance

Those interviewed with expertise in product qudity and safety were uniformly laudatory
of the work performed by the Product Qudity and Compliance (PQC) unit, describing
them as “responsive,” *“collaborative,” and “among the best in the world.” One USAID
daff person stated, “When problems arise you can cal PQC, and they'll go to the fied,
pull and test samples, and advise. We get more than just testing; we are partners.” Severd
commended PQC for recruiting members to its TAC that would be criticd and provide
good ingght into contraceptive qudity testing.

W eaknesses

“They need to be more intellectudly proactive and strategic rather than just responsive.”

Strategic Focus

Several respondents commented that CTR has not been sufficiently drategic or
innovative when deveoping its research portfolio, even though USAID has provided
good drategic guidance. (FHI acknowledges this issue as wel in the sdf-assessment.)
Given the level of expertise and experience resdent in the project, it was noted that
increased globa leadership is needed on issues of FP and RH. “Sometimes they are too
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responsive to USAID.” “They need to make more drategic decisons on which studies to
undertake instead of doing whatever USAID saysto do.”

Research Focus

Ancther theme that emerged was that CTR is often seen as having a narrow research
focus that is largdy uninformed by input from service ddivery CAs, providers, and users.
Whether this is a legacy of its biomedicd dinicd testing origins or reflects the fact that
CTR has only one fully functioning field office is unclear. One respondent dtated, “The
clinica research gpproach has had an effect on how they do OR [operations research]. It
has led to too much central control and less capacity building [in the fidd]. It dso affects
the kinds of questions that are asked. Is A better than B when what's important might be
less defined or overlgpping.” Severd others stated that there is a need to “frame issues for
the researchers,” based on experiences from programs in the fied, to dlow them to better
understand the “redity of providing services” This kind of feedback is what will close
the research to practice gap. Currently, “people's perspectives and preferences about
contraceptives are not well integrated into R&D.” CTR needs to “meet the needs of the
consumer up front.” “They should go out and learn about people' s perspectives and then
do research based on those perspectives—give more dtention to this kind of
information.” Such grounding would have an impact on CTR's research portfolio that
was characterized by one respondent as “ dabbling rather than strategic and focused.”

Research to Practice

While FHI was prased for disseminding research findings to the research community
and policymakers through publications, presentations, and workshops, making an impact
on provider practice and client behavior was described by many as an important new
obligation for FHI and dl ressarch organizations in concet with sarvice ddivery
organizations. “FHI & relaively new to the research to practice concept, therefore [it] is
gill on the steep part of the learning curve” “FHI needs to do more direct advocacy work
with research data, publishing in journds is not enough.” Some respondents noted that
research results are often presented a forums atended only by other researchers,
mechanisms need to be in place to expand the audience. Given the recent importance
placed on evidence-based medicine and the need to make research relevant to public
hedth gods in a sinking resource environment, the urgency for research to practice is
growing. Respondents confirmed this new research environment and expressed the need
for funding mechaniams that will facilitate the process. “FHI, like other research
agencies, doesn't have specific demands in ther [current] agreement to put research into
practice.”

Fidd Presence and Capacity Building

One perception generdly shared by those interviewed in both the fidd and the United
States is that the current CTR project is too headquarters based. Comments such as,
“They need to build more capacity in the fidd so they don’'t have to be flying in and out,”
and “We worked with them on a study. It would have been easer if they had more
technica <kills in the fidd.” Others commented, “We would like them to develop more
capacity here [in the fidd], especidly in the areas of biodatistics and data anayss”
Severd respondents indicated that maintaining rigorous qudity control standards during



the research process—by peforming mogst of the data andyds centrdly—seemed to be
more important to FHI than building cgpacity in the field.

Management

Respondents raised several management issues as weaknesses. A few recommended that
FHI decentrdize decisonrmeking. “If top leadership is not avalable, it takes a long time
for them to make decidons” “Things can move very dowly as it is a hierarchicd
organization.” Others fet that CTR's “clinicd dudies take inordinately long to complete
in some, not dl, ingtances” For example, “It takes them a long time to get people
recruited into clinica trids’ rdative to successful pharmaceutica companies.

Despite recent efforts at interdepartmental and team medings, there is Hill the impresson
that CTR is fragmented;, units work separately from each other, and there is poor
communication, even within depatments. A long-time FHI daff person reaed the
difficulties that the two FHI inditutes have had working together as equals. This results
inlost opportunities for collaborationin the fiedld between CTR and IMPACT.

Seffing

While the qudity and collegidity of CTR &aff were unquestioned, some respondents
believed that staffing practices were a barrier to project initiation. “FHI tends to address
dl proects usng ther internd daff rather than using contractors; this can tend to dow
the response to undertaking a project if internd daff are not avalable” One respondent
commented that FHI is reluctant to increase its saff without adequate future funding and
does not want to overextend. As mentioned above, several commented that the
Biogtatistics Divison is undergaffed.

RESEARCH QUALITY AND IMPACT
Overview

The god of the CTR cooperative agreement was “to enhance te freedom and abilities of
women and men in the developing world to choose voluntarily the number and spacing of
their children.” The purpose was “to develop, evauate and introduce a range of safe,
effective, and acceptable methods of family planning, ad to enhance the capacity of FP
researchers and programs in developing countries to provide these methods” CTR and
USAID have identified severd key strategy areas for accomplishing this, induding

» method-specific  drategies (femde bariers, made barriers, microbicides,
hormond methods, emergency contreceptive pillss made and femde
derilization, and intrauterine devices);

= croscutting areas (maximizing access and qudity, adolescent RH, economics
of RH sarvices, and HIV/AIDS and contraceptive methods); and

= information dissemination and research to practice.

In order to address these program areas, CTR engages dlinicd research, hedth services
research, and behaviord and socid sciences research, which often interact closdy. The
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magor activities and achievements of this research are described in detail in following
sections of this report.

The work of the CTR daff contributes to the following Intermediate Results (IRS) in the
grategic framework for USAID’ s Office of Population and Reproductive Hedlth:

= |R 1 Improved and new contraceptive and reproductive hedth technologies
developed, evauated, and approved,

= |R 2 Use of contraceptive and reproductive hedth technologies optimized and
expanded; and

= |R 3. Microbicides and microbicides/'spermicides developed, evauated, and
approved.

As shown in table 1, CTR ether met or exceeded the output targets set as the evaluation
criteriain the cooperative agreement (the projected and actud figures are numbers).

Tablel
Outputsfor Measurement of CTR Success

Major Outputs/Outcomes Projected | Actual
Completed phase 2/3 safety and efficacy clinical trials 3 6
Ongoing phase 3 clinical trials 0 3
NDAs and PMAs approved by the FDA and other pivotal trias for 5 5
registration or measuring method effectiveness
Countries in which new methods are introduced 5 11
Completed studies to understand and improve method use 50 137
Completed studies on the long and short-term benefits and risks of 4 8
methods
Programs to increase contraceptive technology knowledge and skills of
researchers and providersimplemented:
= publicationsin peer-reviewed journas 50 370
= workshops and conferences 10 101
= researchersfrom less-developed countries collaborating on studies 50 145*
Countries with improved contraceptive guidelines 3 14

NDA: New drug application PMA: Premarket approval application

* Thisis the number of subagreements with researchers from less-developed countries; it includes 92
different organizations.

CTR should be commended for this success. Generdly, however, this measurement does
not show impact in terms of programmatic change and putting research into practice.
Addressing this gap has received grester and more explicit attention in the last year and
shoud be encouraged and measured in the next CTR agreement. (See section |1, Future
Directions, Monitoring and Evaluation.)

As mentioned above, when discussng dsrengths and wesknesses, there was some
citicism of the CTR agenda as being overly controlled by North Carolina and
USAID/Washington rather than by the fidd, and of the lack of drategic vison
concerning which studies to undertake. In view of this, in the future, the CTR research
agenda should be determined with greater input from Missons and other country-
level stakeholders, such asministries of health and community groups.
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Contraceptive and Microbicide Research

Over the past three decades, the CTR project has had an integra role in achieving
USAID’s contraceptive research goals and objectives. In the current cooperative
agreement, the illudtrative examples of proposed contraceptive and microbicide projects
were ambitious and did not adequately reflect the subsequent surge in interest for the
cdinicd evauation of microbicides. Fortunatey, CTR doaff recognized the globd
importance of the HIV/AIDS epidemic and remaned flexible in meeting the new
demands for barrier and microbicide testing. At the same time, they continued to address
opportunities  with intrauterine  devices (IUDs) and hormond methods while
discontinuing efforts on methods of litle or no promise. A mgor disappointment during
the current award has been the falure of any mde contraceptive method to advance to a
dage requiring phase 2 or 3 clinicd evduations. This is patidly counterbaanced by
CTR's collaborative research efforts with EngenderHedth that led to sSgnificant
improvements in vasectomy technique (fascid interpogtion). These important findings
are now being disseminated globally.

The falure to undertake studies with some of the methods proposed in the origind scope
of work is not a criticism of CTR, but a reflection of the redlity that the pipeline for new
contraceptive methods did not meet expectations. Correctly, research to maximize access
and use of exiging methods and to improve continuation rates for existing contraceptive
methods has firgt priority over the introduction of new methods.

The CTR project is recognized as the premier research facility for clinica research
among public sector organizations as wdl as seting international sandards for the
conduct, andyss, and reporting of clinica research. Moreover, the drategic vison
motivating CTR is to conduct world-class research that advances knowledge of
contraceptive methods and provides evidence-based findings to improve FP and RH
sarvices worldwide. For example, FHI has been a mgor contributor to the Cochrane
database that deals with contraception and FP.

In the current CTR agreement, 150 studies were conducted to

= evauate contraceptive safety and efficacy,

= assess contraceptive risks and benefits, and

= improve contraceptive method use.
These sudies led to the approva of five contraceptive products by the U.S. Food and
Drug Adminigration (FDA)—a laudable accomplishment. More specificaly, during the
current award CTR dtaff

= completed gx phase 2/3 sdfety and efficacy dudies with condoms,
digphragms, spermicides, vagind gels, and vasectomy technologies,

»  hasinfluenced USAID’ s discontinuation of vagind foaming tablets;,
= hasthree phase 2/3 sudies with microbicidesin progress,

= worked to obtain regulatory approvd of the Filshie Clip, eZon condom,
Tactylon condoms, FemCap, and the Led s contraceptive device;
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= introduced hormond, IUD, injectable, or barrier methodsin 11 countries; and

= completed an array of studies to improve method use and understand short and
long-term risks of contraceptive methods.

In addition, based on results of CTR fidd dudies, USAID no longer provides vagind
foaming tablets and now advocates opping use of nonoxynol-9 as a spermicide.

Behavioral, Economic, and Programmatic Research

The Reproductive Hedth Programs Depatment (RHD) includes the Hedth Services
Research (HSR) Divison and the Behaviord and Socid Sciences Research Group
(BASS). RHD conducts research to understand

=  whether and how methods are used by clients and the context of use (BASS)
and

= how to improve savice ddivery, including access qudity, and resource
dlocation (HSR).

BASS was formdized into a segparate group about one year ago and has grown
consderably. There are now 14 people in the group; of these, 9 have been with FHI less
than three years. FHI's good reputation has helped the recruitment of high-quaity daff.
One respondent noted that “the ability to attract good people is because of the synergy of
the whole place”

HSR focuses on programmatic research on contraceptive technology, with a strong
emphass on improving access. Severa of the studies in recent years have come from the
“Key Unresolved Issues’ section of WHO’s Selected Practice Recommendations for
Contraceptive Use, such as determining the best way to convey to dients what they
should do for a missed pill. When asked about the impact of this research, the man
findings mentioned were

= useof the pregnancy checklis;

» rentroduction of the IUD;

= femde condoms (“they have found a niche for femade condoms in South
Africd’);

» integration of FP into voluntary counsding and testing (VCT) savices in
Kenya;

= dud protection;
= ¢ffectiveness of the cascade training approach; and

= the economics of RH, including cost and cost-effectiveness studies.

10



This research provides an important base of evidence for internationd guidance
documents and bendfits from beng in the larger multidisciplinary environment of CTR.
According to one researcher in HSR, “Each and every day | tadk to MDs and
biogtatigticians and epidemiologists and economigts, and it dl helps my research.”

HSR daff members aso are praised for its important technica expertise in economic
issues, eech dtuation is examined and the approach is talored specificdly to the
dtuation, incorporating both knowledge and flexibility. For example, FHI is currently a
partner on both the FRONTIERS and Horizons projects, carrying out economic-related
ressarch and building capacity in these skills This is essentid work for providing
information for making choices under conditions of constrained resources.

A sgnificant proportion of ongoing CTR studies (39 percent) are taking place in the East
and Southern Africa (ESA) Region, with most being conducted in Kenya Findings of
these studies have been disseminated in a number of ways:

presentations at regiona and loca conferences,
end-of- project dissemination meetings,
production and distribution of reports and briefs,
organization of specid thematic workshops, and
publication in regiond and locd journds.

CTR gaff members aso undertake a number of activities to ensure the use of research
results, including working in  patneship with key implementing organizations,
paticipating in task forces within the MOH, facilitating stakeholders meetings, assgting
with the development of country policies and drategies, and building capacity for using
data for decison-meking.

As a result of the above, CTR's research in Kenya has led to a number of changes in
policies and programs in the country. In al cases, CTR daff stressed the importance of
cregting partnerships with a wide range of dakeholders In  particular, MOH
representatives in Kenya spoke highly of the work performed by FHI, stating that because
CTR responds to requests from the MOH, they are ready to use the findings when they
appear. Shown in table 2 are some key examples of the use of research, dl of which were
mentioned by MOH daff during interviews conducted by the team. The important
question now is how CTR can achieve amilar results in countries where it does not have
the same levd of fidd daff or Misson support. (This is discussed in detal in the
following section, Research to Practice.)
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Table2
Highlightsof CTR Research and Usein Kenya

Resear ch Activity Result
Informed the development of the first national condom
strategy in Kenya
Study on risks or complications of IlUD use Informed the development of a National IUD Rehabilitation
among HIV-positive women (1998) Strategy

Influenced the delay in the introduction of the female condom
The Female Condom Community Intervention into the general population by the MOH and donors because
Tria (2000) findings showed the femal e condom to be a niche product
rather than for the general population
Led to the development of checkliststo rule out pregnancy
and thereby increased access to contraception for
nonmenstruating women
The MOH adopted the cascade training approach;
FHI/IMPACT will use this approach in VCT training in
Kenya
Informed the development of adraft strategy for integration of
FPinto VCT programs
Ability and willingnessto pay for FP services Informing the development of a pilot MOH/POLICY Project
(1999) program on FP fee for service

Research project on condoms (1998)

M enstruation requirements as a barrier to
contraceptive access in Kenya (2000)

Assessment of the Effectiveness of the Cascade
Training Approach

Family Planning in VCT Programs (2002)

Although there is communication across and interaction among the different divisons of
CTR, there is dways room for improvement. For example, respondents mentioned the
need to initite behaviord dudies ealier in the product development process so that
products with no user perspectives could be taken into account. In addition, there were
times when more careful formative research should have been conducted before initiating
fidd ressarch. A good example of this is a sudy in Kenya that planned to explore
whether dua protection messages increase the use of condoms by adolescents. After a
ggnificant amount of time and money was invested in this dudy, the CTR/TAC
suggested that a process evaluation be conducted. When the evauation was completed,
the results showed that a large proportion of the adolescents aready were aware of the
dud protective properties of condoms, and that the two different messages being
compared were not easly digtinguishable from each other. To minimize this attempts to
determine whether or not an intervention is feasible should be initiated earlier in the
research process before a significant investment is made. This could indude involving
the CTR/TAC in asessng the importance, relevance, and feashility of proposed
research.

Resear ch to Practice

The idea of putting research into practice is not new to the CTR project. With the start of
the Research to Practice (RtoP) Initiative in 2001, however, there is now an increased
emphasis on using research findings, and a more formaized approach is being developed.
A respondent described this change as “an evolution rather than an epiphany.” There are
two full-time gaff members assgned to RtoP, and they have worked to inditutiondize a
research to practice approach among research and program saff at FHI by conducting
workshops with daff and revisng severd internd forms. Although FHI dates that the
research to practice philosophy permestes its work, there ill seems to be a strong
emphass on publication in peer-reviewed journds as an endpoint to research. For
example, in a diagram that shows the 24 seps in the research process, the find two steps
are submitting a paper for publication and publication, followed by study closure. This
highlights the need for FHI to continue efforts to change the organizational cultureto
one that fully embraces the research to practice perspective.
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To date, the RtoP Initiative has focused primarily on identifying key priorities among
exiging CTR findings to bring into practice Usng three criteria—a solid body of
evidence, public hedth impact, and likdihood of use—gaff identified four key priorities
IUDs, checkligts, vasectomy, and the spermicide, nonoxynol-9. In the future, it would be
ussful to explicitly apply a smilar but modified st of criteria when firg choosng to
undertake studies. As one respondent explained, the CTR project “needs more drategic
decisons on which gsudies to underteke instead of just doing whatever USAID says to
do.” CTR should develop more explicit criteria, with flexibility for choosing whether
or not to undertake a study.

Partnerships are essentid for facilitating the use of research. Through collaboration,
savice delivery CAs hep to put findings into operation and make them more useful. In
addition, RtoP Inititive doaff members are collaborating with other  research
organizations, primarily the World Hedth Organization (WHO) and FRONTIERS. For
example, following a medting a WHO in March 2003, severd organizations are jointly
developing a toolkit for turning research into practice that will illustrate the best ways to
andyze and describe the use of research aswel as which determinants to highlight.

One of the firg activities of the RtoP Initiative has been the reintroduction of the 1UD in
Kenya With the objective of increesng the provison of qudity IUD sarvices and
enhancing demand for IUDs, this reintroduction is being undertaken as a four-step
process.

issues identification,
developing the program,
consensus building, and
implementing the program.

AwWNPE

A key achievement has been fogtering loca ownership and leadership of this process by
the Kenyan MOH, which highlights the important role of the researcher as facilitator.
This was dealy evident in the management of the IUD Task Force meeting, which
assessment team members were able to atend while in Kenya One key factor in the
success of the process thus far has been the importance of continuous discussion so that
the issue is not forgotten. CTR has appropriately handed off implementation of the
progran to AMKENI, an RH service deivery project funded by USAID/Kenya, with
CTR as a partner. The lessons from the reintroduction of the lUD in Kenya should be
well documented and used to help inform future research to practice efforts.

It is important to note the cost and effort of this work. Slightly less than $300,000 has
been budgeted for the Kenya IUD work, with approximately 75 percent from core funds
and 25 percent from field support. CTR daff and USAID need to consder the
implications for a future project given the costs of ensuring utilization of research. When
asked whether they would consder conducting fewer studies (because adding utilization
efforts would increase costs), CTR gaff members answered, “We don't want to rob Peter
to pay Paul. There are trade-offs, but we don't want to not do so much of our origind
mandate.” (Thisissue will be addressed further in section 111, Future Directions.)

Kenya CTR daff members acknowledge that there is a need to develop mechanisms to
ensure tha the experiences from Kenya are shared in the region. Currently, this happens
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through discussons with USAID Missons, presentations a  regiona professond
conferences, or when partners working in other countries request CTR's assistance (e.g.,
EngenderHedth asking for assgance in examining IUD use in Ethiopid). There is
however, a need to formalize this process; it happens, but CTR needs to be more drategic
in ensuring that lessons learned are shared with other countries. To facilitate this process,
CTR/Nairobi should coordinate with the Field Information and Training Services
(FITS) Department to expand its research expertise and lessons learned to other
countriesin theregion.

Communication is a key factor in turning research into practice.  According to FHI, “the
ability to communicate in a timely, accurate way is key to the success of CTR.” For
example, Network reaches nore than 70,000 subscribers in English, Spanish, and French
(24 times more people in Africa than the Lancet), and is dso the means for other
information dissamination. In addition to Network, the CTR project has produced a
vaiey of more targeted communication products in asociation with the new RtoP
Initigive. Thus, as part of the reintroduction of the IUD in Kenya, a series of easy-to-use
method briefs, A New Look at 1UDs, was produced and disseminated.

Product Quality and Compliance Group

The Product Quality and Compliance (PQC) Group is located at a facility separate from
the man FHI headquaters. This facility houses a two-shift, production-line teding
l[aboratory, but the expertise of PQC daff reaches far beyond this. Indeed, PQC
incorporates the core FHI attributes of a high-qudity, internationaly acdaimed, dient-
responsive operation provided by an experienced and skilled technica staff.

The history of PQC dates back to 1988 when USAID requested that FHI implement a
progran to ensure the quality and appropriate testing of contraceptives procured and
digributed in the fiddd by USAID. Given the nature of condom production and testing,
PQC devotes the mgjority of its resourcesin 2003 to

= edablishing sandards for condom testing,

= functioning as a rapid response team for problems associated with
contraceptive commodities, and

» asessing the qudity and  uniformity of condom  testing performed by
manufacturers around the world. (PQC is the preeminent laboratory—there
are only two¥ in the world with these performance and testing capabilities.)

More recently, performing quality assurance testing of each lot of condoms (100 percent
testing) manufactured in the United States and procured by USAID was added to its
mandate.

PQC works closdly with USAID/GH/PRH/CSL to establish product specifications and
prequaification of potentid suppliers and to assg in resolving product and contract
disputes. For example, before the current focus on condom testing, PQC gtaff participated
in surveys of the qudity of ord contraceptives, 1UDs, and depo medroxyprogesterone
acetate (DMPA, an injectable contraceptive). To accomplish this, a state-of-the-art testing
facility was edtablished within CTR in 1994 tha had the cgpability of tedting Al
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contraceptive products. The facility is now accredited by the American Association of
Laboratory Accreditation and conducts tests in accordance with relevant internationd
standards.

Over the years, PQC has provided technica assstance a the field level to programsin 12
countries in the areas of qudity assurance, product evauation, standards development,
traning on dandards, handling product complaints, and enhancement of |aboratory
capacities. PQC dso works with organizations and companies to provide shdf-life
information for contraceptives under development. Moreover, PQC collaborates with
other CTR gaff on in-house sudies to assess and verify the qudity and dability of the
cinica trid supplies used in research dudies, such as those involving the assessment of
femde and mde barier methods as well as qudity assurance of compounds for use in
nonsurgicad voluntary derilization procedures. In addition, PQC%sin collaboration with
USAID, the Program for Appropriate Technology in Hedth (PATH), WHO, condom
manufacturers, and dandards organizations¥ahas made substantiad progress over the
years in ensuring that qudity condoms with subgantidly longer shef lives can be
congstently manufactured and gppropriately stored and distributed to users.

MANAGEMENT AND FINANCIAL ISSUES

According to its sdf-assessment, FHI's management structure and adminidtrative systems
have evolved over many years as the organization has grown and diversfied its sources
of funding. In recent years, however, the magnitude and pace of growth has accelerated
to the point that magor restructuring was required. During the past year, FHI split into two
padld inditutes (Inditute for HIV/AIDS and Inditute for Family Hedth), with each
headed by a president and chief operating officer (senior vice presdent for operations)—
a new posgtion created to reieve the presdent of many day-to-day management and
adminidrative duties. In addition, until two years ago, the presdent of the Inditute for
HIV/AIDS was not a voting member of the board of directors. In the padt, this led to
some dishamony because the dze and annud budget of the Implementing AIDS
Prevention and Care Project (IMPACT), which is under the Inditute for HIV/AIDS, was
condderably larger than that of the Inditute for Family Hedth (IFH). Fortunatdy, this
gtuaion seems to be coming to a resolution. One remaining aspect of FHI's corporate
gructure sill to be addressed is the board of directors. As FHI's and therefore CTR's
strategc planning are affected by actions of the board, FHI should review the tenure
and composition of its board of directors. In particular, attention should be paid to
increasing representation from developing countries and abiding by term limits.

Strategic Planning and Coor dination

FHI's srategic planning process dates back to the mid- 1980s and has evolved in paralld
with the growth and increesng complexity of the organization. At present,
accomplishments are tracked againg four maor goas tha were established in 1997
through a consultative process that took severa months to develop and involved saff at
dl levds induding fidd daff and board members The current Strategic Planning
Committee, which is comprised of eight members (two from each inditute and four from
the office of the chief executive officer [CEQ]), was established in 2003 with the creation
of the two inditutes The committee meets quarterly and has a vitd planning and
overdght role within FHI. Because of the increesng involvement of the IFH in
HIV/AIDS research and programs, the two ingtitutes should work more closaly than
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they do in developing their work plans, both at headquarters and in the field, to take
advantage of potential synergies (e.g., shared country offices and selected operations
resear ch that benefits both institutes).

IFH has four committees that operate at severd levels. These committees are scheduled
to meet on a monthly basis and serve to facilitate communication and to coordinate work
on CTR and related projects among the indtitute's four departments. The mgor purpose
of these committeesisto enable FHI’ s corporate office and the IFH executive office to

= provide for planning and oversght, regulatory affars and quality assurance,
monitoring, evauation, and reporting; and

» fadlitate support from information technology, human resources, and finance
and adminigration—corporate functions shared by both indtitutes.

Because FHI's management dructure and adminidrative sysems have undergone
extengve reorganization within the past two years, during the remainder of the current
agreement, the CTO should ensure that these new IFH committees are functioning
as expected (i.e., providing improved communication and oversight as well as
enhancing implementation of CTR’sannual work plan).

Role of CTR Within the New Institute for Family Health

Before 1995, the CTR project was the mgjor source of funding for what has now become
the IFH. As a consequence of the AIDS pandemic, FHI has had a key role in the fight
agang this disease through its current and previous HIV/AIDS prevention and service
delivery awards since the early 1990s. At the same time, the role of CTR has shifted from
contraceptive development to focusng on R&D of mde and femde barrier methods and
microbicides. In addition, IFH through CTR now has become heavily involved in
conducting and coordinating microbicide R&D with the Contraceptive Research and
Development Program (CONRAD), various divisons of the Naiond Inditutes of Hedth
(NIH), the Centers for Disease Control and Prevention (CDC), severa private companies,
and, to a lessr degree, the Population Council. (As mentioned above, this large and
diversfied growth ultimately led to the creation of two indtitutes in order to better plan,
manage, and administer this expanded portfolio of product development activities and
field services)

CTR is now implemented by four departments within IFH, each with specific arees of
expertise (see table 3). Of the four departments, the first three (CRD, RHD, and QSD)
represent the reorganization of functions that have been an integrd part of CTR for many
years. Members of these departments work together in multidisciplinary teams to address
both the contraceptive and microbicide R&D needs and supporting behaviord, socia
science, and economic dudies. The fourth depatment (FITS) pulls together severd
exiging but somewhat unrdaed functions (eg., linkages with fidd offices and
dissemination of CTR research results) with the new RtoP Initigtive, which indudes
traning to improve provider practices and implementing best practices. Because certain
components of FITS are new and the activities within it quite diverse, during the
remainder of the current agreement, the CTO should regularly check to ensure that
the stated objectives of FITS are being met and that the department is coordinating
with fied offices and host country partners.
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Table3
| FH Departments and Functions

Department Name Major Functions
Clinical Research Department Carries out clinical trials and epidemiology
(CRD) studies
Reproductive Health Programs Carries out behavioral, social science, and
Department (RHD) quality of care studiesin support of CRD
Quantitative Sciences Department Provides biostatistical and data analysisin
(QSD) support of CRD and RHD
Field Information and Training Provideslinks with field offices and
Services Department (FITS) programs; disseminates research results

Role of the CTR Technical Advisory Committee

The TAC has a long higory of advisng FHI on research issues. Current members who
were interviewed praised FHI for competently managing the TAC, including gppointing
people who are wel qudified and interested in working collaboratively. Until recently,
however, the impresson by severd members interviewed was that the TAC placed too
much emphasis on overly dick presentations and did not dlot enough time for discussion.
This overdl impresson of the TAC has changed. Now the TAC is seen as having an
increasngly important role in advisng CTR, especidly with research issues where there
is genuine disagreement within the organizaion. Although members now bdieve that the
TAC influences CTR in some aess, it is dill percaved as functioning lagdy as a

reactive body.
CTR East and Southern Africa Regional Office (CTR/Nairobi) and Staff Needs

At present, FHI has a regiond office in Narobi, Kenya. It dso has a country office in
Ethiopia and locdly hired daff in severd other countries (Haiti, Madagascar, and South
Africa) that support, oversee, and facilitate implementation of CTR research and promote
research se. During this assessment, the team traveled to Kenya to conduct a Ste vist of
the CTR/Nairobi Regiond Office and to assess FHI's implementation support of the CTR
project (see appendix C, Kenya Trip Report).

In the fidd, CTR/Narobi daff members collaborate and are partners with various
agencies and organizations in order to successfully conduct dudies and implement
activities. While the team was only adle to vidt dudy dtes in the Western Province
(Kericho, Kisumu, Nandi Hills and Vihiga), CTR/Narobi participation and technica
expertise were highly regarded in dl dtes visted. CTR/Narobi dso has excdlent
relaions with AMKENI, a USAID—supported bilateral project with which CTR/Nairobi
is a patner, both in the fidd and in Narobi. Moreover, the German Technica
Cooperation (GTZ), with whom CTR/Narobi is collaborating on projects amed a
preventing unwanted pregnancies and HIV/AIDS in adolescents in Vihiga, is very
pleesed with the technical assistance, responsveness, and flexibility that CTR/Nairobi
provides.

During the past few years, the CTR/Nairobi office has undergone consderable growth
(from 2 to 10 professond aff), not only in sze and funding but dso in expanding the
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technicd cgpabilities of exiging daff to desgn, implement, and andyze high-qudity
research studies. FHI has actively supported and contributed to this through a partnership
process (eg. linkking CTR/Narobi dsaff with CTR/headquarters counterparts). Kenyan
gaff members believe that this partnership process

= isvey interactive (“thereisroom to say your view”);

= has given locd daff important opportunities based on interactions with each
other (i.e, there is a sense of teamwork both within the office and with
CTR/headquarters); and

= hasimproved the relaionship between CTR/headquarters and the field.

The only perceived shortcoming to the partnership approach is that “when everyone has
to look a things, getting everyone around the table at the same time is difficult and can
dow down the process of developing and implementing research or programs.” Despite
this limitation, to further reduce the need for gdaff to fly into Kenya routindy, CTR
should continue to strengthen the Kenya office so that it becomes more independent,
including allowing people to pursue further education.

There is dso a need for additiona technica capecity in biodatistics and data anayss.
This could be accomplished ether by increesing the knowledge and skills of existing
CTR/Nairobi gaff or by bringing in new technicd daff. (USAID/Kenya seconded the
need for CTR/Narobi to have additiona technica ceapacity, incuding having more
technicd daff) CTR should continue to support strengthening the technical
capabilities of CTR/Nairobi in design, data collection, data analyss, and reporting
of research and program activities.

CTR is to be commended for its focus on introducing good research practices in Kenya
These efforts, however, should continue in ways that do not unduly interfere with or
ddlay <udies on locd issues. Moreover, CTR should be encouraged to continue its
leadership role in transferring good research prectices in dl its internationd research
work.

Resour ce Allocation To Maximize Efficiency and Effectiveness

CTR funding is dlocated to FHI according to a system that establishes the priority of
technical resources relative to mgor CTR project needs. These priorities are reflected in
the annud work plan and budget that are determined through extensive consultation with
the USAID/GH/PRH/RTU. In addition, the CTR/TAC annudly reviews the research
priorities. As described in the sdf-assessment, USAID’s long-term investment in CTR
hes enabled FHI to devdop multidisciplinary teams of highly skilled, experienced
sientists and public hedth professonds capable of conducting high-qudity dinicd,
behaviord, and programmatic research for CTR as well as other agencies (eg.,
CONRAD and NIH). In theory and in practice, the synergies of skills and expertise
within the three departments described above (CRD, RHD, and QSD) would be difficult
to achieve if they were to be separated through a consortium of organizations.

As FHI grows and takes on added functions (eg., the new dements in the FITS
Department), the potentid need to go beyond the organization for technica assstance,
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and hence the need for forming partnerships, may diminish. In fact, severd respondents
expressed concern that increased interna capability leads to decreased interest in seeking
outsde assstance or funding. In addition, the perception exids that the demands for
qudity control in large-scde microbicide trids are counterproductive in terms of forming
patnerships. Because edablishing patnerships with governments, nongovernmentd
organizations (NGOs), and other donor agencies is a key srength, CTR/FHI needs to
explore ways to ensure that wherever possible, collaboration and forming
partnerships with host-country counterparts and other agencies and organizations
continuesto occur.

Management and Staff Changes Needed To Improve Efficiency

Cumbersome Work Plan Devel opment Process

One of the consequences of the current work plan/budget development process is that
subprojects to be implemented within a work plan period are identified before the
beginning of the work plan year, and the find cost objective, concept proposa, or
preiminary gpprovad letter process is initited a the time the annud work plan is
findized. All subprojects, however, do not begin a the same time because CTR technica
monitors often are not ready to begin developing new subprojects a the beginning of the
new work plan year (duly 1) for various reasons (e.g., busy completing other ongoing
work, or travel to potentia implementing Stes may be ddayed). Consequently, in some
cases, there may be a long lag time between submisson of the prdiminary approva |etter
and the gpprova to implement the request, leading to problems launching the subproject.

For the short term, CTR has decided to dday submission of the prdiminary gpprova
letter to the cognizant technica officer (CTO) until the technica monitor is ready to
begin sudy development to see if this decreases the lag time. The long-term solution,
however, would be to change the proposd review and signoff mechanism for the
remainder of the current cooperative agreement, or a least in the follow-on project. For
example, formd dgnoff on the annuad work plan by the CTO would then sarve as
authorization to proceed with new subproject development. A preliminary approval letter
would then be needed only if additional ideas arose during the course of the work plan
year. This work plan signoff system is standard practice in other cooperaive agreements;
however, implementing this process for CTR would require submisson of a more
detailed proposa (not just a concept paper) and an accurate first-year budget (with al
indirect costs included) in order for the CTO to be able to formdly commit to the
proposed subproject. If this system were adopted, then find cost objectives would need to
be assgned only for those subprojects that are agreed upon by USAID for incluson in
the work plan. As long as each proposed project in the annual work plan has sufficient
detail, USAID should consider formal signoff on the annual work plan by the CTO
asauthorization to proceed with new subproject development.

Freguency of Scheduled Meetings of FHI’ s Ingtitutional Review Board

In the sdf-assessment, the fact that FHI's inditutional review board, the Protection of
Human Subjects Committee (PHSC), only meets quarterly was presented as one of the
causes for dday in implementing and completing subprojects. Technicd <aff a FHI
headquarters perceived this to be a problem until recently. Apparently the PHSC is now
prepared to meet on an as-needed basis. Given the increasingly heavy project load at FHI,
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if this problem persss or recurs, FHI should consider outsourcing the less
complicated studies to a commercial review board, such as Western Institutional
Review Board, to facilitate this process.

Need for Additional Saff

In the sdf-assessment, FHI proposed the need to hire many new types of research and
public hedth professonds under CTR (eg., phydcians and epidemiologigts with
HIV/AIDS sarvice ddivery and clinicd expertise, economic experts to measure cost and
effectiveness, and additiond fidd daff to expand the RtoP Initiative). The importance of
adding these new capacities needs to be carefully considered by USAID for severd
reesons. Fird, other service delivery agencies dready have HIV/AIDS expertise, and
there ae a number of excdlent universty-based groups (eg., a Georgetown and
Harvard) with extensve experience in measuring codt-effectiveness. Second, with limited
core resources, adding new areas of expertise without an increase in CTR funding would
draw resources away from essential activities For example, the most criticad need
expresed in the interviews was in the areas of biodatistics and data andysis—both to
support CONRAD and other agencies contracting for these services and in the fidd (see
appendix Q. Findly, as FHI seeks to become the single source for al aspects of research,
development, regidration, implementation, evauation, cogsing, results dissemination, and
use of dl contraceptive methods, collaboration becomes less important. For the
remainder of the current agreement, CTR should collaborate with CAs or other
organizations having the required expertise (with the possible exception of
increasing the capacity of the biogtatistics group in North Carolina and Kenya).

The workload presented to the Quantitative Sciences Department (QSD), however, needs
gpecid dtention because it fluctuates unpredictably because of requests from various
stakeholders externa to FHI (eg., CONRAD, NIH, and USAID Missons). Because this
work is perceived as a service function that contributes to ddays in responding to
requests, FHI should be encouraged to identify and use reliable, quality outsourced
contractors to augment internal staff in order to meet peak demands that exceed the
capabilities of full-time staff.

PORTFOLIO ASSESSMENT

Contraceptive and Microbicide Resear ch Relativeto CONRAD
and the Population Council

The USAID- supported cooperative agreements for the contraceptive and microbicide
programs a&a CONRAD, the Population Council’s Center for Biomedicad Research (CBR),
and CTR supplement and complement one another. While both CONRAD and CBR
continualy review the findings of basic research and rapidly assess this knowledge base
to identify new leads, dl three programs assess and sdect leads brought to their atention
by the academic and pharmaceutical/biotechnology communities.
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Development of Potential Contraceptive and Microbicide Products

The Population Council

CBR works predominately with its own or in-licensed proprietary candidates that are
protected either by patents, technological knowledge, or new drug applications (NDAS).
Product leads are for the most part proprietary to the Population Council. This requires
that USAID work with CBR for those product candidates of specific interest to USAID.

The number of contraceptive candidates under development a& CBR, however, is limited
by the lack of innovative new product leads. The CBR portfolio of mae and femae
contraceptive and microbicide drug candidates essentidly represents the date-of-the-art
in these areas. The limited dimendgons of the pipeine, however, do not minimize the
potential impact that the modest list of product candidates could have on contraceptive
use. Current CBR product candidate leads in female hormona contraceptives are
incrementad  but Sgnificant additions to the broad aray of methods tha are now
commercidly avalable. Newer progestogens with different pharmacologic profiles offer
opportunities for either

= improved safety and acceptability (e.g., relaed to fewer or less objectionable
Sde effects);

= perceived ease of use in selected populations (e.g., breastfeeding women); or

= improved desgn of ddivery devices (e.g., extending vagind ring use to one
year).

CBR is udng its propritary <eroid, nesterone, in combination with its condderable
expertise in ddivery sysems to provide new products usng vagind rings, gds and
patches as delivery mechanisms to increase user acceptance. These improvements, even
though incrementa, continue to be significant for expanding the contraceptive market.

The Populaion Council through CBR dso is working on a nonhormona drug candidate
(@ lonidamine andog) for mae contraception. This drug candidate works via purported
premature rdesse of gem cdls from the seminiferous epithdium. Technicd and
financid support from CONRAD (usng funds from USAID and other donors) to CBR
has contributed dgnificantly to the successful and timey deveopment of this lead. If
preclinicdl research continues to look promising, this drug could provide a truly
ggnificant addition to contraceptive choice and male involvement.

CBR's entry into the microbicide fidd is Caraguad. The gspecific proprietary
carrageenan fraction used in Carraguard is a substance adopted from the food additives
industry. It should prove to be quite safe in use and could probably qudify for an over-
the-counter designation by the FDA. Carraguard could enter a phase 2/3 study a about
the same time tha FHI dats the Savwwy (vagind gd surfactant) and cdlulose acetate
dinicd trids (see section |Ill, Future Directions, Contraceptive and Microbicide
Research).

For those candidates that are in its portfolio, CBR exercises (through its proprietary
postions and in-house development capabilities) close control over the timdiness with
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which an entity can be developed and over the eventud commercidization of product
candidates through indudrid partnerships. By having the means and accountability for
inhouse drug development & CBR, each product candidate benefits from having the
indispensable  product champion working to ensure its success throughout the
development process.

The CTR project has contributed data analyss, protocol suggestions, and adminidirative
procedures (such as assigting with the preparation of standard operating procedures) to
asss CBR with its newly expanded role of conducting phase 3 clinicd trids. While CTR
provided data andysis in support of CBR's scheduled clinica trids with Carraguard, the
devdopment of internd dinicad studies expertise and the intended use of contract
ressarch organizations to augment the cgpacity of CBR make any further involvement
with CTR by CBR in the dlinicd assessment of Caraguard unlikely. Moreover, it is the
team's opinion that CBR will not cal upon CTR for assgance in the conduct of data
management for or analysis of any contraceptive or microbicide clinicd trias.

CONRAD

CONRAD, usng severd funding mechanisms, has a wider aray of contraceptive and
microbicide projects than CBR. For example, CONRAD supports the development of

= a number of dternative and improved systems for the ddivery of established
geroids to be used either as femae or male contraceptives,

= gpermicidesfor vagind ddivery, and
= barrier methods, such as cervicd caps, digphragms, and femae condoms.

The net contributions of these potentid products are additive rather than subditutive in
the market. For example, the female hormona methods make sense to develop because of
ther low-risk profiles, high degree of acceptability, and the programmatic familiarity
associated with these well-characterized synthetic hormones and their ddivery systems.

CONRAD, through its Consortium for Indusgtrid Collaboration in Contraceptive
Research (CICCR) and Globd Microbicide Project (GMP), dso supports the
devdopment of a number of microbicides with mechanisms of action classfied as acid
buffers, surfactants, entry inhibitors, or replication inhibitors. Through appropriate
planning, expeditious ealy-gage evduation, and product development, CONRAD
extends the breadth of microbicides identified and avalable for subsequent dclinica
development by CTR. (CONRAD is the principad source of drug candidates that CTR
evduaesinthedinic)

Other Collaborative Relations
Other relaions between and among the various agencies include the following:
= FHI collaborates with PATH by providing data management and andyss

support for the evauation of a new femade condom and the SILCS digphragm
under development a PATH in conjunction with CONRAD.
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= FHI provides support to WHO with USAID funds, but no funds directly
support  clinicd  or programmatic research on  new contraceptive  or
microbicide leads.

Primary Focus of the CTR Project

In contrast to the above organizations that have drug discovery missons, the primary
focus of the clinica research component of CTR is to evduae the safety, effectiveness,
and acceptability of new and exising contraceptives and new microbicides. CTR
provides credible, efficient, and rdiable dinica trid, data management, and data andyss
support for both contraceptive and microbicide product candidates. For example, CTR is
an expet in conducting large, multicenter, international dinicd trids, induding those
that are pivota for regulatory submissons. CTR dso has developed extensive resources
in behaviord, economic, and hedth services research that complement the early phases of
the drug development work by CONRAD. The technica support provided by CTR for
asessments of safety, efficacy, and acceptability is a complementary and necessary
component of the R&D programs at CONRAD aswdll asa NIH and their grantees.

Up to the present time, CTR has relied on new contraceptive and microbicide candidates
flowing from CONRAD’s pipdine. As mentioned above, the pipeine for truly innovative
contraceptive drug candidates has become relaively sparse a& CONRAD as wel asin the
laboratories of those internationd pharmaceuticd companies that are traditiondly
involved in contraceptive research.

Among CONRAD, CBR, and CTR, it is the later that will need the largest funding
increase to support the anticipated number of microbicide clinicd trids. CTR is dready
providing sudy desgn and andyticd support for a number of microbicides under
development a8 CONRAD that could begin phase 2/3 trids in 2004. FHI conservativey
esimates a cost of $12 million per study (the consensus estimate is about $38 million per
study, however). Assuming it takes four years to complete a study, and potentiadly up to
three studies will be ongoing a a time, an additional $12- 38 million per year will be
required to support microbicide studies at CTR and to avoid a negative impact on
CTR’s normal research agenda. These additiond funds will need to come from other
USAID sources supporting HIV/AIDS research, globa AIDS programs, multinationd
donors, or private foundations (see section IlI, Future Directions, Funding Mechaniams
for details).

Rationde for Supporting CONRAD, The Population Council, and FHI

USAID support of these three organizations provides a much greater opportunity for
auccess in USAID’s misson to devedop new and improved contraceptives and
microbicides than would exig if funding to any of them were discontinued. The three
inditutions regularly exchange information in meetings of advisory boards and TACs. In
addition, CTR is supportive of and can provide dSgnificant intelectud input to the
product development programs at both CBR and CONRAD.

In practice, the bulk of programmatic collaboration acurs between CTR and CONRAD.
The clinicd research components of CTR and CONRAD provide a continuum for the
devdlopment of USAID-supported drug and device/product candidates. While
CONRAD’s pipdine funds the dinicad trid program a CTR, the later in turn provides
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data management and biodatistical analysis support to CONRAD. This precludes the
need for CONRAD to duplicate an expensve skill sat. CTR’'s working rdationship with
CONRAD functions wdl, seemingly from the collaborative inditutional culture provided
by senior management a the two inditutions as well as from the spirit of cooperation and
collaboration that exists among project paticipants a the implementation level. Having
three CAs engaged in drug discovery and product development research provides USAID
with

» increased program breadth,

= accessto potentiad products of a proprietary nature,

= theability to influence financia support, and

= anovedl increased opportunity for innovation and success.

In addition, continuing to support these agencies is more important now than it has ever
been before because these two areas of research—contraceptives and microbicides—have
become critically dependent on public sector support due to the exodus or lack of interest
of indudry. In view of this, USAID should continue to support CTR, CONRAD, and
the Population Council (CBR) in their critical R&D efforts to provide the public
with new or improved contraceptives and new microbicides.

Program Research Relativeto FRONTIERS and Other Oper ations Resear ch

Although multiple USAID—funded organizations engage in operaions research (OR), the
two primary agencies involved in OR ae FHI, through its HSR Divison, and the
Population Council, through FRONTIERS and Horizons. The research in CTR's HSR
Divison is programmatic research on contraceptive technology and is motivated by FP
methods. As described in the CTR cooperative agreement, “FHI’s focus in this work
continues to be on the contraceptive methods themsdlves, with the ultimate god of
improving access to an expanded choice of affordable methods provided in programs of
high qudity.” For FRONTIERS, the focus is more on systems; its OR generdly “does not
dat with a method, but looks at the stuation of program managers” The portfolio of
FRONTIERS includes very little in teems of promoting new or underused methods,
wheress this is a key role of CTR. Research themes in the FRONTIERS project include
FP and rdated hedth issues, such as safe pregnancy, reproductive tract infections,
HIV/AIDS, and eradication of harmful practices, such asfemae genitd cutting.

The overlagp between FRONTIERS and CTR is fairly modest and is modtly in the area of
integration, an increesngly important aea that can benefit from having multiple
organizations addressing it. As one respondent explained, “The nature of our relaionship
is that we'd rather look for ways to work together, so there won't be much overlap
between what we do.” Moreover, most FRONTIERS studies address local questions and
ae implemented lagdy by ocountry or regiondly based researchers while CTR
programmatic studies tend to be centraly controlled.

In addition to the fact that there is little overlgp between the CTR and FRONTIERS
portfolios, there are dso many benefits to having multiple organizations involved in OR.
Respondents mentioned that there is more innovation credtivity, and choices with
multiple organizations, and that better products arise from organizations with different
approaches and ideas. As an example, CTR and Population Council staff recently worked
together to develop a lig of OR priorities for USAID; mogt likely, this was a better
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product than if developed by only one organization. USAID should continue to support
the OR programs of both CTR and FRONTIERS. In addition, USAID should
continue to encourage collaboration among the various groups conducting OR in
terms of sharing findings, methodologies, and lessons on improving the transfer of
resear ch to practice.

25



[11. FUTURE DIRECTIONS
INTRODUCTION

The current CTR agreement began in August 1995, one year dfter the pivotd
International Conference on Population and Development (ICPD) in Cairo. ICPD helped
to expand the perspective of the population and FP fidd to look more broadly at
reproductive hedth. Now, dmost 10 years later, FP is a risk of becoming lost due to the
dominance of HIV/AIDS in public thinking and donor funding.

When this agreement began, HIV/AIDS was dready a sgnificant concen The CTR
project therefore included a strong focus on barier methods due to their dud protection
potentid. Funding priorities and attention have shifted dramaticaly towards HIV/AIDS
while resources available for FP have decreased. With over 42 million people currently
infected, HIV/AIDS programs clealy need this increased funding® However, it is
important that the globd RH community not lose sght of the unfinished agenda and
continuing need for improved access to qudity FP services. There are nearly 230 million
women in the world who lack information and access to a full range of contraceptive
methods, and more than one third of al pregnancies (80 million a year) are unwanted or
misimed* As one respondent explained, “One is worried that the large amount of
money in microbicides pulls people away from other work.” While acknowledging the
importance of work on microbicides, a respondent expressed concern as to “who will do
the plain vanilla suff making the FP program work? CTR has a criticd role in ensuring
that there is a continuing focus on drengthening FP sarvices and improving the fidd's
knowledge of how FP is affected by HIV/AIDS. It is essentid not to lose focus on
contraceptive development and FP services in a fidd that is becoming incressngly
dominated by HIV/AIDS. Towardsthis end,

= USAID should ensure continued high levels of funding for FP and
» CTR should ensure a continuing focus on improving FP programs,

The gructure and functioning of USAID has dso undergone a number of changes since
the current CTR agreement was awarded. In particular, the process of decentrdization
has given a great ded of independence to USAID Missons. Many respondents believed
that lessons learned from core-funded research are no aways incorporated into Misson
programs, and that USAID/Washington should “make sure our own daff [Missong
know what are the things people should be adopting.” In addition, Missons are often not
supportive of research in generd, or even dlow core-funded research studies in particular
to be conducted in-country. Because of this USAID/Washington should be more
proactive in encouraging Missions to use best practices in country programs and to
support important resear ch activities through both core funding and field support.

PROPOSED CONFIGURATION

The CTR project has flourished under two conditions¥longevity and consstency¥ both
of which are highly unusud for USAID- funded projects. Nearly 30 years of ongoing
funding and supportive leadership have created a project with tremendous depth and

3 UNAIDS, AIDS Epidemic Update, Geneva, December 2002.
* Family Care International, Sexual and Reproductive Health Briefing Cards, New Y ork, 2000.
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breadth. Initidly focused on carrying out dinicd trias of contraceptive methods, CTR
has grown to embrace behaviord, economic, and programmatic research and to create
methods and high standards for how this research should be conducted in the developing
world. CTR aso ensures the qudity of condoms and other FP methods through PQC and
is committed to bringing research results to bear on policy and use through its RtoP

Initiative.

The figure below digns current CTR components with project objectives.

Microbicides Research
A Comprehensive Approach
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Advocacy Policy Development ‘
Community Community Community
Preparedness Engagement Ownership
Theory Lab Phase 1 | Phase2 Phase3 | Phase 4 | Clinical
Eiological Develop- Safety Effectiveness
Plausibility ment ‘ Research
SO C | a.l Hypothetical Clinical Experiential Long-term
Acceptability Acceptability Acceptability Acceptability
Research
Formative Program Program
Operations Modeling Implementation‘ B eh av | 0 ral
Stage 1 Stage 2 Stage 3
Conceptual Experimental Applied ReS eaI’C h
PQC Health Services
~ Research
fhi e

Dissemination

When asked whether the follow-on CTR project should retain its existing components,
the reaction of those interviewed for the assessment is telling.
resentful of the unique advantages FHI has enjoyed in its rdationship with USAID yet
gl endorsed maintaining the broad capabilities represented in the current project.

Many seemed dightly

“I'm envious of them. They can cdl on a biodatidician; can build in-house teams
and that helps put science forward.” “It streamlines efforts when capabilities are
inhouse” “An in-house ddidician is more familiar with the isues can give
more conceptua thought to the project as compared to bringing in assstance from
outsde; it is hard to come in out of the bullpen and do good data anayss for
behavioral or clinicd data” “I'd keep the project as is. The scientific depth makes
it more credible as an advocate for change” “It doesn’'t make sense to do it
without al those pieces in there—crazy to try to farm those pieces out and ill
achieve the synergies necessary to do this biomedical research.” “CTR’s current
technicd breadth has dlowed it to be responsve. In the PH [public hedth] world
when things change s0 rapidly, an organization needs to be flexible in order to
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focus on what's rdevant.” And findly, “I think this [CTR] has worked—USAID
needs to think carefully before they dissect it.”

Clearly, the consensus of opinion is that USAID should continue to support a project with
broad capabilities as long as it is producing a relevant, quaity product. The follow-on
CTR project should maintain the same components and capabilities—clinical,
behavioral, economic, and programmatic research; product quality testing; and
resear ch to practice—found in the present project.

A good ded of reorganization has recently taken place to foster synergy among the
different CTR departments and divisons and aso between the new FHI Inditutes¥s
gynergies that the team beieves have not been fully exploited. To be successful, this
move to enhance communication and cross-fertilization cannot be a datic process,
disciplinary cultures, norms, and even language ae often didinctly different. Top
leadership must champion interdisciplinary approaches to research and use and reward
successful - collaborative  efforts. If  this reorientation proves effective, the potentid
rewards will be great. One respondent noted, “We must challenge each other across the
disciplines—that is so important and leads to innovation” Another stated, “The most
interesting things in science [and public hedth] happen a the borders” The
recommendation for continuing the present configuration for the follow-on project comes
with the additiond directive tha multidisciplinary agpproaches become the modus
operandi for CTR ectivities. At the very least, research questions should be vetted
throughout FHI to profit from the different disciplines and approaches represented. To
ensure this, a mechanisn should be created in the followron CTR project to
ingtitutionalize an interdisciplinary approach to research and its use.

The need to use the reaults of research and to secure clinica research sites dong with the
lack of research capecity in the field are recurring themes throughout this assessment and
will be discussed in detal beow (see Capacity Building in this section). Project
compogtion can have a ggnificant impact on al of these issues. After ending core
support for the family hedth research centers in the early 1990s, the current CTR project
has favored more centralized operations and research agendas. For example, only the
offices in Kenya and Ethiopia could be consdered fully functioning fidd offices athough
research is being conducted in several countries (eg., Haiti, Madagascar, and South
Africa) and a other locations as well.

Uptake of research results and best practices is acceerated when country-leve
policymakers, providers, and users ae involved in formulating reevant research
questions and carrying out the appropriate studies. This redity is evident in the impact
that CTR/Nairobi has had on MOH policies there. When asked about CTR’s research
portfolio, the director of one of the Kenyan MOH offices responded, “Of course we
support it. They [CTR] have been doing the research we asked them to do.” In terms of
accepting core-funded dlinica research, Missons and the MOH are more likely to accede
and assg if a srong locd patnership exists with research organizations. Moreover,
externad expertise is less necessry if locad tdent is identified, recruited, nurtured, and
used. The followon project should mandate a stronger field presence than is
currently operative. In addition, if FHI is awarded the project, CTR and IMPACT
should work together to establish joint field offices and develop complementary
work plans.
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CONTRACEPTIVE AND MICROBICIDE RESEARCH

CTR has a primary accountability to reman responsve to the needs for dinicd
evaduation of the safety, efficacy, and acceptability of new contraceptive drug candidates
in the CONRAD pipdine. Unfortunately, those barrier methods currently in development
address only niche markets and/or lack attributes attractive to public sector pricing. In
addition, the extent to which the hormona made methods will reach advanced dinica
teing is problematic until issues surrounding delivery, contreceptive intervd, and cost
are resolved. Fndly, should any second-generation microbicides prove to have
spermicida  properties in the next 5 10 years, ther clinica testing can be addressed
within the expanding microbicide R&D program at FHI.

Because the contreceptive pipeline is not robudt, a reflection of the date-of-the-art of
contraceptive R&D, the focus of a follow-on project should be on meking exiding
methods more attractive and widdy used. While remaning prepared to undertake the
phase 2 and 3 evduations of those contraceptive candidates emerging from CONRAD's
pipdine is important, CTR should focus on research to extend the safety and
acceptance of existing contraceptives and to improve their continuation rates in the
next project.

There is an urgent public hedth need to develop a woman-controlled vagind microbicide
to reduce the transmisson of HIV/AIDS during intercourse. Strong support and demand
for such a product exigts, both at the public and policy levels. The hedth consequences of
any ddays in terms of morbidity and mortdity associated with the HIV/AID's epidemic
are enormous. Sixty-seven percent of young people (ages 15- 24) living with HIV/AIDS
in Sub-Saharan Africa are women.® In Kenya (the site of CTR's only regiond office) in
2003, three individuds die from HIV/AIDS every 5 minutes. In view of this urgency, the
team endor ses the short-term need for a microbicide-only product, followed as soon
as technology and resources allow by the deveopment of a combined
micr obicide/contraceptive product.

Conducting the clinicd trids required to register a microbicide/contraceptive product will
be a chdlenging task. The microbicide research community aso antticipaes the
development of second-generation microbicides with higher levels of efficacy in
preventing HIV seroconverson than those presently proposed for clinica testing provide.
Success with ether of these, however, will further chdlenge the capacity to conduct
clinicd trids.

Role of the CTR Project

There is subgantid pressure from microbicide interest groups to proceed with the large-
scae phase 2/3 type of dinicd trids of multiple (perhaps as many as eight) microbicide
candidates. These groups podulate that large use-effectiveness dudies (three am,
4,000- 6,000 petients) are the only way to demondrate efficacy of a microbicide drug
candidate in the absence of gpplicable anima modes of verified reevance and/or
surrogate markers of clinica effectiveness.

® United Nations Population Fund (UNFPA), State of the World's Population Report, New York, October
8, 2003.
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CTR has a leadership role in the desgn of these phase 2/3 dinicd trids of potentia
microbicides. Savwy and cdlulose acetate could be the first products to enter this
expanded phase of clinical testing, perhaps adong with Caraguard, the Population
Councl’s (CBR) drug candidate. All three are scheduled to dtart peatient enrollment in the
first quarter of 2004. Both Savvy and cdllulose acetate are drug candidates selected on the
bass of sound in vitro efficacy, in vivo safety dudies and medicd and scientific
judgment; however, their rdevance dill needs to be confirmed in dinicd trids In the
next few yearss CTR will gan subgtantid experience in the dinica evauation of
microbicides that will be transferable to other programs a& USAID, NIH, and CDC as
wel as to the fidd a large This will result in improved efficdencies in dl microbicide
research programs. The dinica assessment of Savwwy and cdlulose acetate dso will be
important in establishing standards for evauaiing the dinicd efficacy of dl microbicides
Additiondly, these dtudies may provide the opportunity to explore the predictability of
surrogate markers of effectiveness in order to make a product candidate available for
testing with more targeted acceptability and service ddivery features, both of which are
needed.

In the absence of any indication of clinica efficacy, CTR anticipates usng a two-am
use-effectiveness study with approximately 1,100 women per am, a an estimated cost of
$12 million for each sudy (two Savvy trids—one in Ghana and one in Nigeia—and the
cdlulose acetate trid in Nigerid). Assuming an early 2004 dart date, patient follow up
could be completed in 2007, with data analyss and regulatory review to follow. Based on
this timeframe, successful completion of the two Savwy <udies, which would support
product introduction with FDA approval, could happen no earlier than 2009—but only if
enrollment is accomplished without delays and efficacy is as high as the 50 percent leve
planned in the Satistica design.

By conducting two studies, the datistical power of each can be reduced from the p<0.001
required by the FDA for a angle pivota study to p<0.05 (recommended by FDA to FHI).
Doing this smplifies, reduces the size of, and speeds up time to completion. While such a
desgn requires a second pivotal study for FDA approvd, the overdl program-to-
regisration time may wel be accderated. Failure to show efficacy in any of these early
gudies, however, has the potentia of being a sgnificant deterrent to the support of other
microbicides under devel opment.

I ssues With the Proposed Clinical Trials

A number of issues dill reman regading the cdinicd evduaion of potentid
microbicides. The most important issues include the following:

= The inability to perform a conventionad phase 2 study to assess efficacy using
a sndl number of subjects (100- 500) remains a mgor impediment to the
sdection and edablishment of priority of the proposed array of microbicide
drug candidates. For any one, the lack of a small-scde study makes selection
of gppropriate formulations, dosage, and treatment regimens extremdy
inefficient. (FHI recognizes this and is working to design an improved process
for selection and setting priorities for the other microbicidesin the pipdine)



= At present, there are up to eight drug candidates being readied for dinica
asessment & CTR and other organizations. Additional second generation
products are in the pipeline. Cods for the present clinical design range from a
low of $12 million per compound projected by FHI to a consensus figure of
about $38 million per compound. The lager trids which require
4,000- 6,0000 subjects per study, will require as many as 60,000 women or
couples with high-risk exposure to HIV/AIDS, just to determine the efficacy
of the present lig of clinicd candidates. Given the impact these studies will
have on the avalable financid resources and on saturation of dlinica Stes
capable of conducting these studies, USAID should take the lead in working
with its collaborators to implement a sdection and priority-setting
scheme for those microbicidesin the various pipelines.

=  When new science is being explored for early indications of effectiveness, the
dudy desgn should be kept as smple as possble to best enable an early
edtablishment of merit to the new science. Some of the respondents referred to
this sage of dinicd testing as establishing the proof of concept. Although the
public hedth needs are indeed red and urgent, smpler objectives a the
beginning may be a faster way of achieving regidration in the long term. CTR
should continue its focus on early identification of microbicide efficacy
and not encumber initial studies with assessment of social and behavioral
issues associated with microbicide use. (Specifically, research related to
the development and/or introduction of vaginal microbicides should be
conducted as separ ate studies.)

= The antticipated low leves of efficacy in fird generation microbicides dong
with the per exposure price when using a microbicide are important product
characterigtics that will have to be conddered in light of the low cost of
condoms (2.5-5 cents per unit). The logisics of stocking, dispensng, and
home dorage of a microbicide needs early condderation in the research
Sudies as well.

Despite these concerns, however, CTR should continue with all possible speed in the
assessment of Savvy, cellulose acetate, and any other microbicides CONRAD may
offer for clinical testing. Lacking more innovative desgns, CTR's more consarvetive,
dreamlined clinical trid desgn should be used while remaning vigilant for ways in
which to further improve upon it. Given the urgency of finding an effective microbicide,
time to completion of the dudy and andyds of the findings are criticd dimensons.
Therefore, because large-scde dudies will of necessty be peformed in developing
countries tha have minimad dinica trid infragtructure, major resources (equipment
and staff) need to be in place, both at FHI headquarters and in-country study sites,
to assure real time monitoring of the quality of the data collected and their prompt,
electronic transmisson to North Carolina for analyss. Moreover, project team
managers should ensure timey completion of dl dinicd trids, and the sdentific
excellence of CTR should neither be compromised nor &t as a deterrent to achieving this
objective.
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Role of USAID

USAID has kept the pressure on its collaborators in microbicide research to seek the most
efficient desgn of clinicd trids to demondrate the efficacy or proof of concept before
embarking upon large-scde, phase 3 trids. Due to USAID’'s indgtence, dgnificant
progress has been madein

= reducing the number of factorsto be assessed in asingletrid and
= decreasing the overadl number of participantsin a study.

It is hoped that continued awareness of the need for further improvements in protocol
desgn will reduce the need for the inordinately large investment of resources and will
decrease the indfficencies in drug development gill remaining in the dlinicd trid design.
To guide this process, USAID should continue to encourage the timely resolution of
common problems in the clinical development of vaginal microbicides so that
clearer and smpler development and registration strategies can be defined. Doing
this would expedite development of the field in generd, conserve resources, and make it
more attractive for additional pharmaceutica industry participation.

PRODUCT QUALITY AND COMPLIANCE

During deliberations between the assessment team and FHI, it was announced that PQC
would henceforth report directly to the senior vice presdent for operaions, further
integrating the unit into CTR programs. In addition, upgrading PQC to departmentda
datus in the new IFH is being congdered. PQC will benefit from this closer rdationship
by obtaning an ealy indght into contraceptive quality assurance, procurement, and
testing issues that will arise CTR will likedy benefit from PQC's assstance as well. For
example, PQC will be better podtioned to provide CTR daff with technicd input
regarding sourcing, procurement, and the quality of items used in research studies.

While it would be possble to edablish a freestanding organization with the same or
gamilar misson of PQC, both CTR and PQC benefit from their integrated association.
PQC benefits not only from the programmatic association with FHI but dso from the
quaity image it portrays as being a functiona component of CTR. Separation of PQC
from CTR would provide neither economies nor efficiencies in their operations. As such,
PQC should remain a component of CTR and its misson should be included as an
integral part of the scope of work for CTR in the followon project. Moreover, in
the next project, PQC should be empowered to

= propose new cogt-efficient condom testing protocols and automation of
procedures,

= undertake an expanded mission to design and provide, as appropriate,
QC/QA support for the clinical evaluation of the emerging array of
microbicide candidates and HIV/AID test kits; and

= provide inventory management and procurement response guidelines to
those or ganizations providing commodities to USAID.
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BEHAVIORAL, ECONOMIC, AND PROGRAM MATIC RESEARCH

For the next CTR project, priorities for behaviord, economic, and programmetic research
should fdl under two main categories.

* increasing the use and continuation rates of existing FP methods and

= understanding the integration, interface, and interaction of FP and
HIV/AIDS.

As one respondent asked, “Have we gotten al the mileage out of what's out there
dready? Given the low contraceptive prevdence in many countries as well as high
discontinuation rates, there is a need for improved marketing of existing methods and for
additional behaviord research to help increase long-term use of contraception. There are
a number of methods that are potentidly underused, including long-term and permanent
methods, mde condoms, and fertility awareness methods, such as the standard days
method.

Many respondents mentioned the continuing need to understand why condom use
remans low. In light of high rates of HIV and sexudly transmitted infections (STls) and
the fact that a microbicide will not be avaldble for many years, condoms reman
citicdly important for public hedth. This highlights the importance of conducting
research to understand how to increase mae involvement in RH.

A number of respondents pointed out the need to look criticaly and srategicaly at
method mix and the idea of underused methods. There is a need within each of the
different sdttings to dealy define what underuse means. Just as CTR has looked
drategicdly a underused findings and set criteria to choose priorities, there is aso a need
to look criticaly a issues of underused methods. This does not necessarily require new
research but rather a thorough review of exiding information and consultation with
experts, including people outsde FHI (eg., linking with WHO's strategy for
contraceptive introduction).

FHI is recognized as a leader in the area of contraception and HIV/AIDS, and this will
reman a citicd need under the next CTR awad. This includes gaining a better
understanding of how contraceptive methods are affected by HIV/AIDS and vice versa
To this end, in the next project CTR should continue to explore important
contraception/HIV health considerations, such as the risk of acquisition among HIV
uninfected women and risk of transmission, disease progression, side effects, and
antiretroviral therapy effects on systemic hormonal contraceptives among HIV-
infected women.

It is dso important to sress how FP can help HIV prevention efforts. “Because
unintended childbearing exceeds 50 percent of dl births in some countries; goas to
reduce the risk of mother-to-child transmisson (MCTC) should incdlude more emphass
on preventing pregnancies.” FHI has produced a modd that compares increasing
contraceptive use to providing antiretrovira therapy during pregnancy and delivery to
prevent vertica transmisson. This mode suggests that contraception is both effective
and cogt-effective in preventing MTCT of HIV. This cdls atention to the importance of
integrating FP into MTCT and VCT sarvices, areas that the CTR project is dready
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exploring and should continue to emphasize. In the future project, these efforts should
draw on the lessons learned from smilar types of integration, such as adding FP to
postabortion and postpartum care.

The importance of microbicides has been mentioned above, and CTR fills an important
need by keeping an RH perspective in microbicide work while looking holidicaly a
women's needs. As one respondent explained, “Sometimes in behaviord work, even
though the focus is on microbicides, the dudies on negotiation have broader

applicability.”
CAPACITY BUILDING

The current CTR project predated development of the Resuts Framework a USAID, so
it does not have IRs agangt which progress in capacity building is specificaly measured.
Nevertheless, capacity building higtoricdly has been included in nealy dl research,
dissamination, and research use adtivities implemerted under CTR. In addition, specific
capacity-building activities, such as asssing developing country partners and prograns,
and design, conduct, and use of the results of contraceptive and RH research, have been
carried out through CTR. The most important of these include the following:

» a qguditaive research methods menud was published (widdy used in
academic programs and to support field research);

= goentific  writing, operations research, and monitoring and evaduation
workshops were conducted (severd countries);

= aresearch ethics curriculum was published;
= training courses and workshops were conducted in severa countries,
= good clinica practices were monitored (South Africaand Kenya); and

= contraceptive technology updatesMaximizing Access and Qudity (MAQ)
Exchanges (globad) were conducted (accounts for about 10 percent of the
work done through the CTR agreement).

In addition to these gpecid activities, research capacity has been strengthened in severd
developing countries through the participation of host-country researchers in successful
clinical gudies. For example, a the Cameroon Ste, where CTR conducted microbicide
dudies, an emphass of the ressarch team was trandering knowledge and Kills
regarding research methods, good clinica practices, ethics, informed consent, research
management and data andyss, and reporting to loca researchers. As a reault, the
Cameroon Site is now recognized as having outstanding clinical research capability.

Many USAID—funded CAs and contractors work at the service delivery level to increase
the capacity of loca providers. In order to avoid duplication of effort, in the follow-on
project, CTR should build on its compar ative advantage by focusing on



» increasing the number of developing country researchers and local staff
qualified to dedgn, implement, analyze, and use the results of
contraceptive and microbicideresearch; and

= identifying and developing clinical trials sites.

Over the next 10-15 years, having sufficient qualified researchers and clinicd trid gStes
is citicd to winning the war agang AIDS, tuberculoss, and mdaia in addition to
continuing contraceptive ressarch. While this is a mammoth task, CTR is uniqudy
qudified to undertake this task because over the past eight years CTR has

= grengthened its core of world-class expertsin sexud and RH research,

» diverdfied its scientific skills into behaviord and quditative research aress,
and

= et theglobd standard for clinical research methodology and reporting.

Strengthening  researcher  capability and  building dlinical research dte  cgpacity in
developing countries should be the focus of CTR's capacity-building efforts in the
follow-on project. Moreover, this task must be accomplished as expeditioudy as possible,
for as one respondent noted, “ The flood of dinicd tridsisjust beginning.”

Staff Development

In the current project, CTR has made an excdlent dart at addressng the overwheming
need for localy qudified researchers through

= the production of severd excdlent leaning materids (eg., a quditdive
research methods manua and a research ethics curriculum);

= paring of and mentoring country office researchers and gaff involved in
cinicdl trids and other ressarch aeass (behaviord, economic, and
programmétic studies); and

= enauring that fidd-based researchers and other Staff operate a professional
levels consgtent with good research practices and good clinica practices.

In addition, as mentioned &bove, because of the improved knowledge and skills of
ressarchers a the dinicd trid gte in Cameroon, it is now conddered a world-class
cinica research dte for microbicide and potentidly other types of dudies (eg., vaccine
testing, antiretrovird interventions, and numerous other safety, acceptability, and costing
sudies). During the remainder of the current CTR agreement and in the follow-on
project, sufficient resour ces should be made available to

= formalize the process of transferring the required knowledge and skills
needed to design, conduct, analyze, and report high-quality clinical
studies, including how to develop and maintain study stes (this may
involve developing additional competency-based learning materials and
curricular componentsto supplement existing ones);
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= develop and field test these new competency-based lear ning materials;

= devedop a group of qualified international and developing country
trainers; and

= expand the impact of the capability of developing country researchers at
designated sitesin Africa and Asia as expeditiously as possible.

Study Site I dentification and Development

Edimates of the number of participants needed in the proposed clinicd <udies to
evduate microbicides and other HIV/AIDS interventions greatly exceed the current
cgpacity. While identification and sdection of dlinicad dtes is chdlenging, FHI is the
organization best qualified to do this because it has aready been successful, is part of the
HIV prevention trids network, has potential access to more than 40 IMPACT country
offices, and iswell accepted internationally as being excdllent partners and collaborators.

To be sdected, a research ste must meet rigorous requirements to implement the protocol
(i.e, have qudified fidd invedtigators, trained daff, and adequate access to appropriate
sudy populaions) and staff members must have an interest in participating as a research
dgte. In addition, for USAID—sponsored research studies, Missons should concur with
having the research conducted in the countries sdected. Because Misson staff nembers
often have limited interest in research, even clinicd trids of potentid microbicides, this
can be amajor obstacle in developing new dlinicd trid sites®

In 2002, CTR began a concerted effort to identify and develop potentia stes. Currently,
CTR researchers are working with FITS and field office saff to

* identify potentia Stes,
= foder rdaionswith key stakeholdersin countries of interest, and
»  Sdect dteinvestigators who are familiar with the in-country approval process.

To expedite this process CTR should

= take thelead in conducting a summit meeting comprised of all the vaginal
microbicide research stakeholders (eg., NIH, CDC, CONRAD, the
Population Council, and WHO) to develop a strategy and action plan for
meeting the needs Pr clinical stes and study participants as presently
envisioned;

= evaluate the potential for developing sites through IMPACT's network of
mor e than 40 country offices; and

» investigate the potential of usng WHO collaborating centersastrial sites.

® Contrary to the statement in the self-assessment, USAID is not opposed to having clinical trials conducted
in non- joint programming countries (e.g., Brazil, Mexico, or Thailand).
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USAID Misson willingness to approve core-funded research is an issue tha
USAID/Washington needs to address. Given that developing a vagind microbicide is
consgdered criticad to providing women throughout the world with some control over their
future, it is difficult to understand a Misson's refusa to participate. This issue may
surface again when a potentid vaccine becomes available for testing.

RESEARCH TO PRACTICE

Although in its infancy, the RtoP Initigtive is a necessary addition to CTR's portfolio and
to that of the follow-on project. Respondents for this assessment were clear in thar
message USAID- supported research projects should no longer be able to judtify ther
funding based on publishing in journals or presenting a professond mesdtings. They
must now trandate and promote best practices for impact. “One would like to see more
direct advocacy work around the research that is now happening.” “There needs to be
more ddiberate efforts to get results utilized.” “FHI is not the Academy; [they] need to
place more emphasis on research to practice not just research to publish.”

Severa respondents expanded on this theme and expressed the need for a new
procurement focused only on the use of research findings, noting thet it is criticd and thet
it should be bureauwide and involve adl CAs, and that a research to practice or impact
project would help dl CAs “get thelr research into practice” USAID should consider
creating a new procurement that would expresdy facilitatethe use of best practices.

There are severd forces operating to encourage this trangtion from publication of
research findings as sufficient to the requirement for use. Policymakers and practitioners
ae seeking evidence-based findings to guide therr public hedth efforts. Stagnant or
diminishing resources for RH have heightened the expectation that expenditures show
results. In addition, hedth and development work has matured to the point that there is a
ggnificant body of knowledge, which now needs to be put into practice. Yet a generd
endorsement of agpplying research findings to hedth and development practices is not
enough. Specific mechaniams mugt be built into the follow-on CTR project to facilitate
successful implementation of this objective,

The CTR Request for Application will need to darify the new project’s responshbilities
concerning this objective. Questions concerning whether it will be evauated and judged
on rearch to dissemination, policy change curriculum revison training, changing
provider practices, client behavior change, or hedth impact will need to be addressed.
While research organizations can fecilitate trandfer of best practices to hedth providers, it
remans the task of sarvice ddivery, training, and communication organizetions to ensure
that these best practices are implemented.  One respondent related that FHI is not the best
organization to set up or evauate training, and that strong CAs with service ddivery and
behavior change communication capabilities dready exis.

Putting this research to practice linkage into operation will require resources. Many of
those interviewed believed that without funding, upteke of even highly gSgnificant
research findings would occur dowly or not a dl. (See Funding Mechanisms section
below.) There are several possible scenarios for funding these partnerships. Each research
Sudy could have desgnated funds for use that would be carried out by a group of
implementing partners. This would facilitate input from a policy, service ddivery, and/or
training (and potentidly provider and user) perspective early in the process of defining
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the research question. Another approach would be to establish a discrete use fund for the
next CTR project. Once research results were identified as warranting expansion of
impact or not, a request for agpplication outlining use parameters would be developed.
Implementing organizations would then submit proposas with budgets, and a TAC or
other quasi-independent body could be involved in sdecting the grantees.

The issue of undertaking research to practice is not unique to CTR, and is currently being
discussed  throughout the RH and devdopment community through meetings,
conaultations, and publications. New initiatives, such as Implementing Best Practices
(IBP), Getting Research into Policy and Practice (GRIPP), Turning Research into
Practice (TRIP), and Essentid Care Practice Guiddines (ECPG) are joining the MAQ
Initiative in pushing the issue of use to the forefront. USAID and research and service
delivery organizations should discuss the best mechanism to increase use. In the future,
CTR should continue to learn from and work collaboratively with other globd efforts in
thisarea

Thirty years of in-service medicd training in the developing world have resulted in a
continuing need for such traning. Although perceved as more complex and time
consuming to inditutiondize, the future research to practice should include linkages
to preservice education and training through appropriate partnerships. Moreover,
in the follow-on project, CTR should also focus on professond societies as conduits for
research dissemination and training in best practices. The emphases on public/private
partnerships and decentrdization require new drategies for accessng providers and
encouraging continuing education and training. In addition, professona societies provide
an entry to the hedlth workforce that is not available solely through the MOH or NGOs.

The facilitating aspects of fiedd presence for research upteke have been dluded to
throughout this report but need reemphasis. In-country research that has involved locd
decison-makers from the outset will have more influence and may be esser to add to the
maingream. The increased field presence recommended for the follow-on project should
asss researchers in asking appropriate questions and should accelerate the research to
practice process.

Information dissemination, dthough not sufficient, is a necessary component of research
to practice. One of the dissamination mechanisms that CTR has used is its quarterly
publication, Network. Severd of those interviewed thought that while Network was an
important source of information, it promoted FHI too heavily. Others stated that it would
be important to work with the INFO Project to see if offerings from USAID—funded
ressarch projects could be combined into one publication. In the follow-on project,
Network should continue to be produced, but less expensive production and
dissemination options should be explored, and the content should cover important
resear ch findings from other, non- FHI sour ces.

MONITORING AND EVALUATION

The current CTR cooperative agreement has focused on output measurements, such as
number of sudies conducted, number of peer-reviewed publications, and number of
workshops. For example, contraceptive technology update modules were developed and
more than 15,000 were distributed. FHI has examined how many were trained with these
modules, and there is some information on se, such as the modules being the basis of the
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FP curriculum in medica schools in Egypt. There was, however, limited follow up on the
modules, and to date there has not been a rigorous evauation of thelir impact. In a case
such as this, a more thorough evauation should have been conducted a an earlier stage to
make sure such alarge investment of time and resources would be worthwhile.

With the current focus and dtention placed on turning research into practice, it is
important that the follon-on project contain increased emphass on outcome and
effectiveness measures. This will hdp to ensure that the next CTR project is guided by
the principles of turning research into practice. Moreover, documenting, messuring, and
andyzing the research and use process will provide vauable indghts and lessons on
improving the process of trandating research into practice and impact. In the next project,
gaff from FHI, the Population Council, and USAID (RTU and SDI divisons) should
develop a core set of indicators for measuring both the determinants and extent of
use of research findings. This should build on exising efforts, such as the toolkit on
turning research into practice being developed with WHO and the FRONTIERS
evauaion manud, Evaluating Operations Research Utilization: Guidelines for Assessing
Process and Impact.

Different types of research will lead to different types of use, and this needs to be
consdered when determining gppropriate indicators. Use will dso depend on study
findings. For example, in the case of nonoxynol-9, rather than use of findings following
an expanson of impact process, it was the opposite. Whether findings are pogtive or
negative, it is essentid that important lessons be shared and acted upon, and researchers
can have a key fadlitaing role in ensuring thet this happens. The monitoring and
evduaion plan needs to recognize that turning research findings into policy and
programmatic changes can be a lengthy process. Therefore, indicators and expectations
need to remain redigic and alow adequate time to fully assess change. The next CTR
award should include increased emphasis on outcome and impact measures. In
addition, there should be measurement of the research and use process to develop
guidelinesfor maximizing turning resear ch into practice.

FUNDING MECHANISM S

The follow-on project should continue as a cooperative agreement, dlowing flexibility in
interpretation and implementation, with subgtantial involvement by USAID/Washington.
It is important that there be sufficient core funding. Over the years, CTR's core funding
plus a supportive management team at USAID have dlowed FHI to attract considerable
additiond research funding from NIH, private foundations, and the Office of HIV/AIDS
(USAID/GH/OHA) for dinica research. Such leveraging is crucid snce Missons ae
gengdly not interested in funding dlinica research with fidd support, and dinicd trids
are extremdy codly. In fact, it will cogt an edimated additiond $12- 38 million per year
for severa years, just to conduct the planned phase 2/3 sudies done. These funds will
need to be garnered from other sources (e.g., USAID/GH/OHA, CONRAD’s GMP, or
NIH) usng CTR core funds as seed money. To avoid negative impacts on CTR’s normd
research agenda, the present level of core funding should be maintained or increased
for the follow-on project.

By dl accounts, it may take more than a decade for the microbicides currently in the
pipeline (even if rationdized to a few of the best leads) to yidd products that will offer a
high degree of protection agang STls while & the same time preventing pregnancy.
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Dismantling the exiging research infragtructure resdent in the CTR project and thus
deraling further development and introduction of these products would set the public
hedlth agenda back by a decade. For this reason, USAID should continue its support of
current CTR contraceptive and microbicide research in the pipdine by awarding a
10-year, noncompetitively bid cooperative agreement to FHI when the present
project endsin 2005.

The development of veticad programming in HIV/AIDS work is troubling but
underdandable given the origind targeting of high-risk groups and the new emphasis on
antiretroviral therapy that brings with it a biomedicad subspecidis mentdity. Clearly, a
case management goproach is insufficient to improve population hedth. Moreover,
increased amounts of HIV/AIDS funding relative to that for other RH conditions have led
to lessintegrated programming.

Benefiting from nearly three decades of CTR funding, FHI has become one of only a few
organizations having the breadth and expetise to conduct high-qudity dinicad and
behaviord RH research in the developing world. Many of those interviewed expressed
support for continuing to infuse this RH capacity and perspective into HIV/AIDS
programs and research:

“Maintan an RH focus, too much of HIV/AIDS work is verticd, re-cregting
the same problems we used to have for FP. VCT should be embedded into
exiging programs from the outset, not set up as a series of freestanding testing
gtes” “FHI [CTR] is wel placed to look a microbicides with an FP
perspective—how do you handle counsding, dud protection issues? FHI has
done a lot of interesing work in integration and this will continue to be very
important.” “Where' sthe M in MTCT?”

To promote a reproductive hedth approach, in the follow-on CTR project, the research
mandate should be broadened to allow for funding and research requests from all
three offices in the Bureau for Global Health (GH)—Population and Reproductive
Health (GH/PRH), HIV/AIDS (GH/OHA), and Health, Infectious Diseases and
Nutrition (GH/HIDN). Such a funding mechanism would dlow CTR to bring its
contraceptive research (clinical, behaviora, economic, and programmaic) and RH focus
to bear on the current mgor public hedth problems, promoting integrated solutions to
complex problems. This is especidly important given the artificid program boundaries
that verticd HIV/AIDS funding is cregting in the fidd. The hedth and development
paradigm shifted to RH nearly a decade ago for a reason. Clients are not mere
repodtories of didinct dissase entities or organ sysems, but rather individuds with
reproductive gods and aspirations. Because the follow-on CTR project should embrace
this redity and fadilitate addressing hedth issues through an RH hedth framework, staff
from GH/OHA and GH/HIDN should be members of the follow-on project design
team.

Feld support will continue to be an important source of funding to answer loca research
questions as well as for country-leve programs. Increasing fidd presence in the follow-
on CTR project should facilitate Misson funding. It is dso important that funding for use
be built into project core funds. This is egpecidly rdevant should the follow-on project
mandate a research to practice gpproach that goes beyond dissemination and policy
change. (See above section, Research to Practice) To facilitate this, in the next project,
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CTR will need to collaborate with service ddivery, traning, and communication CAS,
and together develop monitoring and evduation systems that can report on changing
provider practices and client behaviors.
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SCOPE OF WORK

Assessment of the Contraceptive Technology Research Project: Reviewing Progress
and Results, and M aking Recommendations for Future USAID Action

[ Background

The Contraceptive Technology Research Project (CTR, project no. 936-3079) isbeing
implemented by Family Hedlth Internationa (FHI) through a cooperative agreement with
USAID (CCP-A-00-95-00022-02). Thisisatenyear project that was authorized on May
4, 1995 with a PACD of September 30, 2005. The five-year cooperative agreement
began on August 31, 1995 and was extended for the second five-year period to end on
Augugt 30, 2005. The project was authorized at afunding level of $187,000,000 for the
ten-year period and $122,151,433 have been obligated to date into the cooperative
agreement.

This project follows two earlier contraceptive technology projects implemented by FHI:
932-0537 and 936-3041. Since 1971, FHI has carried out a program of research,
technical assstance and information dissemination to expand contraceptive choices and
improve understanding of family planning and reproductive hedth (FP/RH) needs of men
and women in more than 50 countries. With USAID support, FHI has developed its
capacity and reputation as an internationd leader in the fidld of contraceptive technology
and family planning research. Over the last 30 years, projects with FHI have documented
the comparative sefety, efficacy and acceptability in different developing country settings
of methods such as minilap and laparoscopic serilization, NORPLANT, copper IUDs,
low-dose combined and progestin-only ora contraceptives, and various barrier
contraceptives, including condoms.

The CTR project contributes specificaly to two of the Globa Health Bureau Strategic
Objectives. These are SO1 — increased use by men and women of voluntary practices
that lead to reduced fertility, and SO4 — increased use of proven interventions to reduce
HIV/STI transmission. The Intermediate Results that are addressed include IR 1.1 — new
and improved technologies for contraceptive methods and family planning programs, and
IR 4.1 — increased qudity, availability, and demand for information and services to

change sexud risk behaviors and cultural normsin order to reduce transmisson of HIV.

In addition, the CTR project responds to the Biomedica and Operations Research Results
Frameworks (Attachment 1a and b) developed by the RTU Divison of OPRH.

The overal god of the cooperative agreement is to increase the means available to
developing country couples to achieve their desired family size. The specific objectives
are to develop and introduce a range of safe, effective, and acceptable methods of family
planning, and more recently disease prevention technologies, and to strengthen the
capacity of developing country researchers and to improve provider practices. Illustrative
activitiesincdlude:

1. Deveoping and testing new contraceptive methods and microbicides and
providing the documentation for regulatory approva of these methods;



2. Conducting clinicd trids and epidemiologica studies to eva uate the safety and
efficacy of various contraceptive methods and microbicides under different
conditions;

3. Assessing the acceptability and impact on users and programs of various
contraceptive methods and microbicides,

4. Developing and testing tools and Strategies to increase the availability and choice
of contraceptive methods and microbicides in family planning and reproductive
hedth programs;

5. Developing and testing methods to improve provider practices,

6. Carrying out surveillance and testing of contraceptive commodities to ensure
product qudlity;

7. Building the research capacity of oversess providers,

8. Cadllecting, andyzing and disseminating research findings.

In the current project, FHI has emphasized the development and testing of new barrier
methods, both physical and chemica (microbicides), for the prevention of STDSHIV
transmission, aswell as pregnancy prevention. In addition, the CTR has supported a
large volume of work on vasectomy. FHI works closdly with the CONRAD program and
the Population Council’s FRONTIERS project to coordinate and implement program
research, both as a partner within the FRONTIERS project and through the CTR project.

Il. Purpose of the Assessment

The purpose of this assgnment is to assess the performance and results of the CTR
project and provide guidance to USAID for the design of afollow-on project.
Specificaly, the assessment team would be expected to:

Assess the performance of the CTR project relative to the goa's and objectives of
the cooperative agreement;

Assess the results of CTR' sresearch findings and capacity building activities on
family planning and reproductive hedlth programs worldwide and ;

Provide guidance to USAID on the scope of afuture project and mechanisms of
funding.

The team will spend 50 percent of its efforts on assessing performance and results (first
two bullets combined) and 50 percent on providing guidance on future direction for a
follow-on project (third bullet).

[1. Existing Paformance Information Sources

For this assessment, the existing sources of information on the performance of CTR
include the annua workplans and reports, the interim reports, annud results reviews,
annua TAG reports and periodic specid reports, rategy documents, management
reviews, and the report from the external evauation (1994). These documents detail the
successes of the project and issues related to implementation and decisions made to
resolve them. Additiona information can be acquired by the Assessment team through
interviews with CTR and USAID/W and Mission staff, other USAID cooperating
agencies, other stakeholders and field vigits. The suggested relevant documents are listed
below, and suggested lists of interviewees are attached.



V. Quedtions to be Addressed

The following are specific questions to be addressed by the team. Additiona questions
and issues may be added at the team' s discretion. In al ingtances, the team should ask
the interviewees what they consder the strengths and weaknesses of the CTR FHI
program. The assessment team, with RTU staff, should prioritize the questions listed
below to increase efficiency of the process.

A. Research Quality and Impact

1.How well does the CTR research agenda contribute to the overdl gods and
objectives of RTU’ s biomedica and operations research frameworks? What
was the process by which the agenda was identified? How well does FHI
work with other research CAs to implement the agenda?

2. What isFHI'sview of itsmandate? Do they have adrategic vison? How
do they prioritize their broad range of activities?

3. Towhat extent has FHI successfully completed the Scope of Work of the
CTR throughout the duration of the period covered by the assessment?
What unexpected results, positive or negetive, have been achieved that were
not originaly projected in the Scope of Work?

4. What have been the results of FHI’ sresearch on FP/RH programsin
developing countries? What isthe process that FHI follows to ensure
utilizetion of research results and how well is the process functioning?

Wheat indicators exist to assess FHI’ s dissemination of the latest
contraceptive technology research findings? How well does FHI work with
other projects, including research and service ddivery CAs, HIV/AIDS CAs
to implement studies and utilize research findings? Please identify specific
examples of utilization.

5. Inthe past few years, strengthening research and management skills of
investigators, inditutions and programs in developing countries has not been
emphasized as much as it was in previous agreements? What should be
done in the future regarding thisissue? Should the current emphasis on
improving provider practices continue to take precedence over capacity
building?

6. Review and comment on the work of the Quality Assurance/Product
Surveillance Unit. To what degree does this unit benefit from, and provide
benefit to other parts of the organization within the cooperetive agreement?

B. Management and Financial 1ssues

1. How does the current management structure and adminigtrative system
enhance or inhibit the implementation of the cooperative agreement? Are
project resources and activities being alocated to maximize efficiency and
effectiveness? In what ways, if any, should the structure and management
processes be changed?

2. How efficient is FHI in developing research projects? How efficient isthe
gpprova process for implementing new studies? s the time from concept
development to field implementation reasonable? What, if any, process and
management changes are needed to improve efficiency?



How successful has FHI been in recruiting and retaining staff well-suited to
achieving the objectives of the cooperative agreement? Are there areas where
additiond staff is needed, or where areduction in staff would be appropriate?
How well does FHI use contract saff? Should there be a greater emphasis on
short-term saff?

How does the funding dlocation within FHI rdlate to the objectives of the
cooperative agreement? How appropriate are the decisions that have been
made when budgets had to be reduced or increased?

To what degree have USAID funds been used as seed money to attract other
funds? What type of changes should occur, if any, to facilitate this process?
What are the strengths and weaknesses of the relationship between FHI and
USAID? What is FHI’ s assessment of USAID’ s adminidration of this
cooperative agreement and vice-versa?

C. Portfolio Assessment

1.

3.

How does the CTR portfolio of potentia products and leads relate to the
portfolios of other CAs (CONRAD, The Population Council, PATH and
WHO) that are also working on contraceptives and microbicides? What are
the advantages and/or disadvantages for USAID in having three primary CAs
working in contraceptive and microbicide research and development? What
overal grategic recommendations can be made for USAID in this regard?
Similarly, how does the program research within CTR compare with the
portfolio of FRONTIERS? What are the advantages and/or disadvantages for
USAID in having two CAsworking in the fidld of operations and program
research? (The Expanding Contraceptive Choice Program within the
Population Council’ s Program Grant was dropped in FY 02). What overdl
strategic recommendations can be made for USAID in this regard?

What are appropriate levels of funding for the various research components?

D. Future Directions

1.

2.

3.

The CTR project is acombination of biomedica and program research,
together with product surveillance capacity, and avariety of integrated
activities (e.g. information dissemination, statistical support, data management
efc.). What are the advantages and/or disadvantages of having multiple
capabilities within the same project? Does such a combination have any
financid and programmatic benefit for USAID? Would the team recommend
asmilar combination for the future or propose some changes? Arethere any
parts of the current program that would be best suited for competition?

Are mgjor changes needed to the overdl objectives of the current program? If
90, inwhich areas, and to what extent?

Wheat are the future research initiatives that FHI believes should receive
priority attention, and what, if any, barriers to progress will need to be
addressed within anew program? What is the team' s assessment of these
priorities and barriers to progress?

In this agreement, to what extent does the design hold FHI accountable for
measuring and reporting results of research? What have been the successes?



V.

What are the barriersto utilization of research results and how can they be
overcome?

Methodology

1. Sdf-assessment: USAID will request FHI to prepare a self-assessment of the
CTR Project, based largely on the questions above, and the report will be
provided to the Team as part of the background materials.

2. Assignment Preparation:

Prior to arriva in Washington D.C., the assessment team will further
refine and prioritize the key questions to be addressed in the interviews.
The team will aso develop the generd methodology to be used in the
assessment in collaboration with the NEP (New Entry Professiond).

The assessment team will initidly meet with the USAID gaif (RTU
Division) to be briefed on the CTR/FHI Cooperative Agreement and the
activitiesof CTR. Theteam will then develop an overdl find

assignment workplan, defining the respongihbilities of individua team
members, agreeing on a schedule for specific activities, and addressing
other operational and logistical issues as needed.

3. Background Documents/Materials: The following documents will be
provided to the Assessment Team. Other documents may be added or
requested as needed.

Last two management review reports
Cooperative Agreement CCp-A-00-95-00022-02
Last Evduation Report (1994)
Annua Workplans, July 2002-June 2003 and July 2003-June 2004
(earlier years available upon request)
Interim Reports July 2002 to June 2003
Results Review documents for FY 2003
Minutes from April 28 meeting of Office of Population and
Reproductive Hedlth Senior Staff to discuss follow-on optionsto
CTR/FHI.
Minutes from May 2003 TAC
SAf-assessment report from FHI
Succinct description of other biomedica and operations/program
research implemented by other USAID Cooperating Agencies
(CONRAD, FRONTIERS, Population Council Program Grant, PATH,
WHO/HRP)
Report of the 2003 Assessment of the Center for Biomedica Research,
Population Council.
Summary reports on implementing TAC recommendations
Sgnificant publications such as

0 Latex Condom Monograph

0 Qudlitative Research Methods Manua



VI.

4.

0 Research Ethics Curriculum
0 Isuesof Network

Interviews: In continuing consultation with the RTU Divison, we anticipate
that the Assessment Team will extensvely interview sdlected RTU and other
gaff at USAID, FHI, and other research and development organizations that
are working on biomedica and operations/program research (e.g., CONRAD,
NICHD, PATH, The Population Council, WHO/HRP). Other stakeholders
will dso beinterviewed and might include CAs such as HPIEGO and
EngenderHedlth, aswell as other researchers, advocates, donors, or other
parties chosen by the assessment team.

As stated above, the team will prepare the generd interview questions prior to
arriva in Washington D.C. in coordination with a staff member from USAID
(the NEP). USAID will send out the interview and survey questions to the
respective interviewees prior to the interviews. POPTECH will follow up by
arranging and scheduling dl of the interviews.

In most cases, it is expected that interviews with people who are USAID or
FHI staff will be conducted in person with the entire assessment team present
a thesametime. Interviews with people who are not USAID or FHI staff will
probably be conducted by telephone, again with the entire assessment team
conducting the interview as a group.

Field Visits The assessment team is tentatively scheduled to traved to
Kenyato vist ongoing CTR subprojects and assess the qudity of research,
stakeholder involvement, and potentia for utilization and scale up of results of
the research. The Team will aso have the opportunity to conduct interviews
with key informants to assess the extent to which results of past research
conducted by CTR/FHI have been incorporated into programs within Kenya
and other countries within the region and e sewhere in the world. The reasons
for selectionare: high levd of resourcesinvested in research; multiplicity of
research studies implemented in country; support for research by local
Mission; and planned efforts to take research results to practice. FHI will be
responsible for logidtica planning while the team isin Kenyaand North
Cardlina

In addition, FHI is planning to undertake detailed evauations of CTR’ s work
in severd countries over the next two years. Information that FHI gathers on
any country evauated prior to carrying out this assgnment will be made
available to the team.

Ddiverables

Report: After collecting the information sought, the assessment team will
andyze and synthesize conclusions that address the key questions above. The
team will then prepare areport (about 30 pages, plus attachments) that
describes methods used in the assessment, and presents the conclusions and
recommendations of the team regarding the key questions, dong with an



executive summary. The report will be written as one report, with two parts
(assessment and future direction) and will be external. The report will be
edited by POPTECH.

2. Debriefings: The Assessment Team will provide separate debriefings to both
USAID and FHI in Washington D.C.

VIl. Team Compostion

The Assessment Team must be qudified to make awide range of possble
recommendations, and be sufficiently repected and influentid that its recommendations
will be consdered to be authoritative. The Agency does not want areview that only
confirms preconceived conclusions or views held by USAID daff or FHI saff.

It is expected that four POPTECH consultants with complementary knowledge in this
field will condtitute the Assessment team. In addition, a USAID gtaff member, aNEP,
who is nat involved in the daily management and decision-making process for the
FHI/CTR Project, will be available to work with the Assessment Team as an observing
adjunct member. The NEP will coordinate and help develop the methodology, questions,
and survey instrument, attend meetings/focus groups, and participate in Ste vists, €tc.
The conaultants, as a team, should have expertise in the following aress:

Expertise in contraceptive, reproductive hedth, and HIV prevention
technologies

Knowledge of the product needs for family planning and HIV prevention
programsin developing countries

Experience in provison of family planning and other reproductive hedth
sarvices in developing countries

Experience in the development of reproductive hedlth products that includes
biomedica aspects, regulatory approval, development of business plans,
partnerships and other dliances, and agreements for manufacturing, licensing
and marketing

Knowledge of operations and program research and service ddlivery issues
related to reproductive hedth technologiesin developing countries
Knowledge of issues related to information dissemination and utilization of
research for program improvement

Developing country experience.

Senior and possible retired persons with careers related to contraceptive or microbicide
research and development, and/or reproductive health care in developing countries, might
be good candidates to consider. Ability to work as ateam member, evauate and
synthesize information quickly, make clear and well-founded recommendations, and
contribute to the written report and debriefingsis essentid. Careful judgment should be
used to recruit consultants who are knowledgeable and highly respected in thisfield, but
are as unbiased as possible about this area of research and its future directions.

It is estimated that up to seven weeks of effort will be required for each of the consultants
on the Assessment Team, and possibly an additiona week for the team leader. Some of
the work will be conducted a home prior to theteams’ ariva in Washington DC. This



will incdlude prioritizing the interview questions. The questions should be submitted to
POPTECH and USAID by July 25, 2003.

VIIl. Scheduling and logigtics

The team will be expected to prioritize and compile the questions in the SOW by July 25
to form generd interview questions that will be sent out to the interviewees viaemall

prior to the actud interviews. The team will work from home and the USAID NEP will
coordinate this effort. The team will be given gpproximately four days of LOE to do this
at their discretion during the weeks of July 7 — July 21. USAID will send out the
interview questions to the interviewees and POPTECH will schedule dl of the
interviews.

It is anticipated that 2- 3 trips to Washington, 1 trip to North Carolina, 1 trip to Kenyaand

possibly one additiond dte vist (to be determined) will be required to carry out the
assgnment and conduct the debriefings.
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Kenya Trip Report

SITE(s): Narohi, Kericho, Kisumu, Nandi Hillsand Vihiga, Kenya
DATE(s): October 4-13, 2003

TRAVELER(s): Consultants (Claudia Morrissey Colon, Gordon
Duncan, Nod Mclntosh and Julie Solo)

EXECUTIVE SUMMARY

Over a seventday period the four members of the CTR assessment team:
1) reviewed the CTR/Nairobi office portfolio of research; 2) conducted
mestings with saff from CTR/Narobi and agencies with which this
regiona office collaborates or partners, including a briefing with the
USKenyamisson; and 3) made field vists to assess CTR/Nairobi staff's
work. In dl aress, the team found CTR/Nairobi staff perform at ahigh
level, are respected for the quality of their work and for their
responsiveness, flexibility and collegidity. Severa recommendations for
CRT/Nairobi, FHI/NC and USAID/DC were made.

PRINCIPAL CONTACTS

For acompete listing of principal contacts, please see attached CTR
Assessment Agenda (Appendix A).

PURPOSE

The purpose of the trip was to conduct asite visit to FHI/Nairobi, Kenya
(East and Southern Africa Regiona Office) to assess their implementation
support of the Contraceptive Technology and Family Planning Research
(CTR) Cooperative Agreement with USAID.



ACTIVITIESAND ACCOMPLISHMENTS

Over aseventday period the four members of the CTR assessment team
participated in three types of activities.

1. Reviewed the current and recently completed portfolio of research
and program activities with CTR/Nairobi and sdected IMPACT
project staff.

2. Met with agencies and organizations with which CTR/Nairobi
collaborates or partners and had a briefing with the USAID/Kenya
misson.

3. Madevidtsto Kericho, Kisumu, Nandi Hillsand Vihigato meet
with field gaff and partners of ongoing CTR/Nairobi- supported
activities.

Findings

1. The assessment team (A team) was impressed by the extent and
qudity of the research and program activities completed by
CTR/Nairobi during the past few years. In particular, the sudies
documenting the potentid for successfully integrating FP into VCT
centers, evaluation of the cascade method of training, use of the
pregnancy checklist, and re-introduction of the IUCD in Kenya
were well done and have served to guide MOH/Kenyain revisng
FP guidelines and prioritizing interventions for the future.

2. During the past few years, CTR/Nairobi has collaborated or
partnered with awide range of agencies and organizations. In all
cases, CTR/Nairobi is viewed as a competent, highly qudified and
valued collaborator or partner that is easy to work with. Within the
internationa technica assstance community, including the MOH
and USAID, CTR/Nairobi has established an excellent reputation.
By working together with many organizations, CTR/Nairobi has
become a lead agency in helping the MOH coordinate efforts to
improve the quaity of and access to FP activities. In addition, the
working relationship with the USAID/Kenya misson is excellent.
Moreover, the misson is very satisfied with the respong veness of
CTR/Nairobi in assisting the mission carry out its reproductive
hedlth strategy. Concern, however, was raised by the misson that
while FHI’ sinvolvement in large-scale HIV/AIDS research studies
(e.g., microbicide trids) isimportant globaly, CTR/Nairobi should
continue to focus it’ swork on supporting loca (Kenya) needs.
Mission staff aso expressed the need for their active involvement
with USAID/DC in the design of any follow-on CTR project.



3. Inthefidd, CTR/Nairobi staff collaborate and partner with various
agencies and organizationsin order to successfully conduct studies
and implement activities. Whilethe A team was only able to vist
sudy stesin the Western Province (Kericho, Kisumu, Nandi Hills
and Vihiga), in these places CTR/Nairobi participation and
technica expertise were highly regarded. CTR/Nairobi aso has
excdlent reations with the AMKENI project, a USAID-supported
bilatera project of which CTR/Nairobi is a partner, both in the
field and in Nairobi. Moreover, GTZ with whom CTR/Nairobi is
collaborating on projects aimed at preventing unwanted
pregnancies and HIV/AIDS in adolescents in Vihigais very
pleased with the technica assistance provided by CTR/Nairobi and
thelr respongveness and flexibility.

4. During the past few years the CTR/Nairobi office has undergone
condderable growth not only in Sze and funding, but dso in
expanding the technicd capabilities of existing saff to design,
implement and andlyze high-quality research studies. FHI/NC has
actively supported and contributed to this process through the
“twinning” process (i.e, linking CTR/Nairobi staff with FHI/NC
counterparts). CTR/Nairobi senior staff expressed the need to
continue this process. There aso isaneed for additiona technica
capacity (e.g., in biogtatistics and data analyss). This could be
accomplished ether by increasing the knowledge and skills of
exiging gaff and/or bringing in new technicd gaff. (USAID
Kenya seconded the need for CTR/Nairobi to have additiona
technica cgpacity, incdluding having additiond technica gtaff.)

Recommendations

1. CTR/Nairobi should consder transferring research ethics
information and training skills to medica and nursing faculty so
that they can provide thistraining to other faculty and loca
researchers.

2. CTR/Nairobi should continue to market its research and program
capabilities to other countriesin the East and Southern Region.

3. CTR/Narobi and the IMPACT Office should work together in
developing their workplans in order to capture any synergies.

4. FHI/NC should continue to support strengthening the technica
cagpabilities of CTR/Nairobi in the design, data collection, data
anayss and reporting of research and program studies.



5. FHI/NC should evauate the potentid of using IMPACT offices,
which currently are located in more than 40 countries, as the home
base for launching large- scale Phase2/3 microbicide studies and
other types of clinicd trids.

6. USAID/DC should consult with the Kenya misson when designing
the follow-on project to the current CTR/FHI cooperative
agreement in order to ensure that the technica ass stance needs of
USAID missionsfor operations research are adequately addressed.
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